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	Purpose and Objective:



	To ensure that the Joint R&D Office keeps accurate and up to date data on all health related research activity within BLT and QMUL to comply with the Research Governance Framework, 2005 and GCP and UK (Clinical Trials) Regulations.
To ensure that all health related research projects involving humans have been submitted to the Joint R&D Office and are ethically reviewed by the appropriate research ethics committee.

To ensure Chief Investigators of BLT or QMUL sponsored clinical trials of investigational medicinal products receive information on their main legal duties in initial and annual e-mail reminders.




	SOP Text


	
	Responsibility
	Activity

	1. 
	Research Ethics Facilitator (REF)
or
Finance Staff (FS)

	REF: After arranging R&D approval (See SOP 13), pass project file to Research Governance Support Officer to issue final approval letter.
FS: Pass finance file to Research Governance Support Office after setting up a new account (See SOP 02).



	2. 
	Research Ethics Facilitator (REF)
/ Finance staff member
	If the file has been passed by REF as in step 1, update project entry on ReDA, ensuring all information is correct and complete, using the most up to date version of the ReDA User Guide (Appendix B – circulated to all ReDA users whenever it is amended by the Research Governance Support Officer). Change the status of the project entry to ‘ACTIVE’. Go to step 3.

	3. 
	
	If the file has been passed by FS as in step 1, check whether the funding is for a research project, if it needs ethics approval and, if so, if it is already entered on ReDA (search on keywords in title, name of investigator or funder). Enter grant details on ReDA using guidance document (Appendix A) and the ReDA user guide (Appendix B). Write ReDA number on the front cover of folder, attach label (Appendix E) and fill it in. 
· If it is a research project needing review by an NHS Research Ethics Committee and ethics approval has not yet been sought, e-mail investigator to remind them to submit to R&D and then to the appropriate REC, see SOP 13. Set the Status on ReDA to ‘PENDING’, update the Finance file spreadsheet (Appendix F) and file the project folder in the pending finance cabinet. Each time the Finance spreadsheet is updated it must be e-mailed to the finance team.  Finance staff members must not activate the grant account until ethics has been cleared.  Process then follows SOP 13.  

· If it is NOT a research project needing review by an NHS Research Ethics Committee or the Queen Mary Research Ethics Committee, set the status on ReDA to ‘ACTIVE’ and pass back to the Finance Staff for the account to be activated.


	4. 
	Research Governance Support Officer 

	Checks that project data on ReDA are complete and accurate.

E-mail researcher through ReDA to confirm the project has been registered and quote R&D reference number. Use project registration e-mail template (Appendix C). For BLT or QMUL sponsored clinical trials of investigational medicinal products, use special template (Appendix D) (this includes reminders of Investigator responsibilities under GCP and UK (Clinical Trials) Regulations).

	5. 
	Research Governance & GCP Manager
	If the project involves the pharmacy department, complete the template letter (Appendix D) and email it to the pharmacy personnel (see pharmacy flowchart in Appendix C). Print the letter and place in project file. If the following departments are involved in the study: haematology, biochemistry, imaging, histopathology, microbiology, virology, and/or immunopathology email the appropriate departments and state study has received final R&D approval (see flowcharts in Appendix C) .



	6. 
	Research Governance Support Officer
	If the project has received R&D approval, pass the project file to Research Governance and GCP Manager for risk assessment.


	7. 6.
	Research Governance & GCP Manager

	Carry out risk assessment (See SOP 23). Pass file back to Finance Staff or, if no funding attached, file with internally funded studies. 
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General information


The functions described here are those we are using at the present moment in R&D. However there is more functionality available in ReDA, which could be made use of in the future if we want. 


A few general comments which do not fit into any of the sections below:


· Whenever you have changed something on the database, make sure you click the update or save button. Otherwise the change will not be saved. (An exception: when attaching a ‘Stakeholder’ (PI, Funder or Sponsor’), there is no need to update.)

· It is possible to import data from the COREC form directly into the database. However, this creates as much work as it saves at the minute, so this has not been covered by this version of the user guide.


1.
Logging on to ReDA


· To log on to the database, go to ReDA’s website at this address www.reda.org.uk. 


· You will be prompted to type in your username and password (obtained from the Research Governance Support Officer), do this and click enter. 


· On the main screen click on ‘ReDA’ on the top blue menu bar – this will take you to the database. 


2.
Making searches


2.1  Search on Projects


On the ‘Projects’ page (top blue menu bar), you can make searches on all the fields presented on the page, either separately or you can combine them as you like. When you click the ‘Search’ button, the selected projects will appear underneath. 


NB: When a list of projects appear beneath the search buttons, you can choose to see the details of a project by clicking on the R&D No, LREC or MREC number in the left hand box.


Here are some examples of searches you can make:


· Type in a known R&D No to see a specific project.


· Type in a word from a project title in the ‘Keyword’ field. All projects containing that word or sequence of letters in the title will come up.


· Choose a care group, e.g. Cancer Services, from the ‘Care Group’ drop-down list to see all projects within Cancer.


· Do not choose anything (except organisation) and click search to see all projects in the database. If you wish to see projects in order of the latest entries first, choose ‘Project ID Desc’ from the ‘Order 1’ drop-down list.


· Click the Yes button under NRR to see all projects which go to the NRR.


· To see projects which were active between 1st Jan 2003 – 31 Dec 2003, set Start Date to <= 31/12/2003 and End Date to >= 01/01/2003.


2.2  Advanced Search

The Advanced search button can be found on the ‘Projects’ page (top blue menu bar) on the right. The Advanced search functionality is likely to change completely with ReDA 2, so guidance should probably be written then… 


2.3  Search on Personnel


· On the top blue menu bar choose ‘Personnel’. On this page you are able to search on an investigator’s name to get an overview of all their research projects to date. 


· Type in investigator’s surname, tick ‘Search all personnel’ (I have no idea why), and click ‘Search’. 


· If the investigator does not appear, try a wild search – type in e.g. %cav% and all investigator names containing ‘cav’ will appear. 


· Click on the investigator link to get a list of their research projects.


· A basic project list can be generated by clicking the ‘Report’ button.

3.
Adding/Deleting a project record


3.1  Adding a project record


· On the Projects page (top blue menu bar) make a search on all projects, choosing ‘Project No Desc’ from the ‘Order 1’ list. The R&D No for the record to be entered should be one up from the last record entered – i.e. if last record entered has R&D No 002778, the next project should have the no. 002779. 


· Add the appropriate location identifier to the R&D number: QM, WH, DTG, EU, RAB, or BLT. If project is not receiving funding to be managed in our office, leave the number as it is – 002779. 


· Click on the ‘Add New’ button and enter the appropriate R&D No + location identifier in the text field. Click ‘Update’.


3.2  Deleting a project record


· Find and enter the project you wish to delete.


· On the ‘Information’ page (lower blue menu bar) click the delete button. ReDA will prompt you to confirm you really wish to remove the record, click yes to this.


4.
Entering project data


The following data must be entered for each project: 


‘Information’ page (lower blue menu bar)


R&D no. 

Is transferred from the add new project page, but can be changed    here if necessary.


LREC


If applicable.


MREC


If applicable.


Title 

Enter the full title of the project, use lower case letters (except when upper case letters are appropriate). Add a ‘short title’ acronym in brackets at the end if there is one. 


Chief
Is added later on the ‘stakeholders’ page, see guidance below 


Investigator

(section 5.1).


Notes

For grants managed by QMUL or BLT, note the budget code here. Add any further information you think is useful – begin each entry with a ‘>’ and finish each entry with initials and date.

Update 

Click the Update button when all data has been entered, or changes will be lost.


‘Management’ page (lower blue menu bar – Governance > Management)


Start date &

In the following format: 10/08/2005.


End date


NRR

Tick for the record to be included in the quarterly NRR submission. Confidential projects, records which are not research projects, and records which do not use any BLT resources whatsoever must not be submitted to the NRR.


Multi-centre

Tick if project is multi-centre (more than one site).


Lead Centre

Tick if the BLT or QMUL is lead centre (both for multi-centre and single-site studies).


Lead Centre 

Enter name of the lead centre of a multi-centre study, if it is not 


Name


BLT.

NHS 

Choose most appropriate NHS programme. Guidance can be found


Programme 
in Q:\Research and Development\Public\NRR & Database\Guidance and flow charts (Trust network link). 


Activity
Choose the University department where the PI is employed (if applicable).


Education
If the project is part of an educational programme (eg PhD), choose appropriate category.


Care Group

Choose the Trust department where the PI is employed, use personnel list from HR to check. If PI is QMUL staff, choose the department where they would be in clinic. If external to Trust choose the department where resources are being used. If the Trust is not involved in any way, leave blank.


_____________________________________________________________________


Recruitment
Enter the recruitment target figure, which can be found in part C of 

target
the COREC form. For multi-centre studies where we are the lead site, choose the target figure in part A of the COREC form.


Recruitment
Enter this figure as and when you are told by the PI/study team. 


actual
If an old figure is already there, simply overwrite.

Risk
We are not currently using these risk assessment fields.

_____________________________________________________________________


Funding

Choose ‘SfS’ (Support for Science) for projects funded by charities and DoH/research councils, ‘Commercial’ for projects funded by a commercial organisation and ‘P&N’ (Priorities and Needs) for all others.


Funding 

Choose most appropriate funding category.

Category



Risk


Choose appropriate category after risk assessment has been carried 

assessment

out.

Study type

Choose type of study.

Future HTRC
Tick this box if human tissue samples are collected and will be 

samples


stored for future research after project has finished.

Not a
Tick if the record is not a research project, or if record is a 


Project
duplicate (due to multiple funders for example). This is to be able to filter these records off, when making project reports.


No BLT

Tick if record does not involve any BLT resources whatsoever 


involvement
(patients, premises, facilities, staff time etc).


Archived
This box is ticked when the file is sent of to Trust archives in Prescot Street.


Audit done
If an audit has been carried out on the project, the date of the audit is entered here.


_____________________________________________________________________


Status
Choose appropriate category.

No Local 
Tick if project has been submitted to the ethics committee as a ‘No 


Investigator

Local Investigator’ project.


Ethics
Choose appropriate category. 


_____________________________________________________________________

Update

Update (save) when data has been entered on this page, or the data will be lost.





‘Research’ page (lower blue menu bar)


Primary 

Can be found in the COREC form (A7). If there is no COREC 


Research
form, write a short summary of the study from the protocol or 


Question
project.

Secondary

If applicable. COREC form A8.

Research


Question


Outcome

Can be found in the COREC form (A48).


Measure


Methodology

Can be found in the COREC form (A10).


Eudract

All clinical trials covered by the EU Clinical Trials Directive must have a EudraCT number. Can be found in the COREC form (A65).


ISRCTN

Some clinical trials may also have an ISRCTN. Can be found in the COREC form (A65).


Sample Group

How many patients and where are they recruited from. Can be found in the COREC form (A50, A26).


Update

Update when data has been entered, or the data will be lost.

5.
Events


Events can be found inside each project on the Clocks page (lower blue menu bar – Governance > Clocks)


Events are added to ReDA at various important stages during the life of a project. They enable us to see what has been done to a project here in R&D and when. 

To add an event, choose the event from the ‘Event’ drop down list. Add the date the event happened and any comments about the event in the ‘Notes’ field directly underneath.

6.
Adding/removing a Principal Investigator, Funder and Sponsor


Investigators, funders and sponsors can be added, edited and removed on the ‘Stakeholders’ page (lower blue menu bar).


6.1  Adding an investigator


· Click on ‘Investigators’ on the ‘Stakeholders’ page.


· Type in surname (ignore the ‘Initials’ field) and make a search for the investigator. If the investigator cannot be found, try typing in a smaller part of the name and click enter to make sure it is not already on the investigator list. Also try a different spelling to make sure it is not already there.


· If investigator cannot be found, click ‘Add New’ and enter all contact details (Title, Initials, Surname, Adress, Telephone, and email address are essential data and must be entered. If investigator is external tick the ‘External’ box. Other fields may be left blank). Click save and repeat the search.


· When investigator is found click on the CI sign, to attach the investigator to the project.


· If you want to add another investigator as a collaborator on the project, make a search on the name and click the ‘+’ sign. Tick the ‘PI’ tick box for the investigator to appear in pink on the ‘Information’ page. The project will come up when making a search on PI name in ‘Personnel’ (top blue menu bar), but that name will not appear as the main “project owner”.


6.2  Removing and editing an investigator


· Click on ‘Investigators’ on the ‘Stakeholders’ page. Click on the – sign to remove the investigator from the project. Remember to add a new investigator immediately after.


· Click on the Investigator details icon to edit contact details.


· To remove an investigator completely from the database, click on the – sign straight after having found the investigator in the list inside a project record. If investigator is still attached to any project in the database, you will not be able to remove the entry. 


6.3  Adding a funder


· If there is external funding to the project, this should always be added first to the record. There can only be one external funder to a project on the NRR, according to DoH requirements at the moment, so choose the most significant funder to be submitted to the NRR if more than one. 


· Click on ‘Funders’ on the ‘Stakeholders’ page.


· Type in the name of the funder and click the search button. If the funder cannot be found, try typing in a smaller part of the name and click enter to make sure it is not already on the funder list. Also try with a different spelling to make sure it is not already there.


· If funder cannot be found, click ‘Add New’ and enter the name of the funder only (further contact details not necessary), and choose a ‘Funder type’ from the drop down list. Click save and repeat the search.


· When funder is found click on the + sign, to attach it to the project.


· Click on the ‘Edit funding details’ icon and enter the following data:


1) External funding: total amount awarded for the whole life of the project in the ‘Amount’ field. Click Save. If external funder is not a pharmaceutical company, and the project goes to the NRR, ‘NHS R&D Support Funding’ (the R&D levy, see how to enter in bullet point 2 below) should be added also.


2) Own account (BLT internal funding): Own account funding should always be entered on the database as ‘NHS R&D Support Funding’, which can be found on the list. Enter the amount of funding allocated for the next financial year. In the ‘Reference’ field, type in the financial year – e.g. 2006/07. Click Save.


3) Internal funding QMUL: If the PI is QMUL staff and there is no external funding, attach QMUL as funder 1 to the project and NHS R&D Support Funding second. (Choose ‘P&N’ from the ‘Funding’ drop down list on the Manage page and ‘University’ from the ‘Funding category’ drop down list).


6.4  Removing and editing a funder


· Click on the – sign to remove the funder from the project.


· Click on the funder details icon to edit details.


· To remove a funder completely from the database, click on the – sign straight after having found the funder in the list inside a project record. If the funder is still attached to any project in the database, you will not be able to remove the entry. 


6.5  Adding, editing and removing a sponsor


· The procedure for this is identical to adding, editing and removing an investigator (see above, section 5.1 and 5.2).


7.
Uploading documents


Various electronic documents may be saved in the project’s ‘Document store’ found on the ‘Documents’ page (lower blue menu bar). 


· Click on ‘Document Store’ link.


· Click ‘Add New’


· Click ‘Browse’ to find the document on your computer.


· When you have found it, click ‘Open’.


· Click ‘Add Document’.


To delete the document, simply click on the red cross in the ‘Delete’ column.


8.
Setting/Clearing email alerts


ReDA allows you to set up project specific email alerts, which send out automatic emails at the date specified. R&D currently uses this function to receive notification when a project is due for review or audit according to the risk assessment log.


· In the project choose ‘Set/Clear Alerts’ from the ‘Monitor’ page (lower blue menu bar). 


· Type in the date you wish to be alerted, a title and a message. Include the R&D No in the title or the message as this will not automatically appear in the email.


· Choose who to send it to. Click ‘Set Alert’.


· To clear the alert, click on the minus sign next to the alert.


9.
Using the calendar


The calendar can be found on the ‘Admin’ page (top blue menu bar). It shows all start and end dates, as well as email alerts entered. At the present moment in R&D the calendar is used to identify projects with end dates in a chosen month to send out end date confirmation emails, see below. 


Click on any of the links to the see the chosen project’s details.


10.
Sending emails to investigators


Emails can be sent to investigators through ReDA, inside a project. 

· Once you are in the project, choose ‘Email project personnel’ from the ‘Monitor’ page (lower blue menu bar).


· Choose ‘Email lead investigator’.


· Check that investigator’s email address is correct. Type in email title and copy in the email text (we have templates for project registration and end date confirmation, see relevant R&D SOPs). If applicable, insert recipient title and name, project title and project R&D No as this will not appear automatically in the email templates.


· Click send. To double check if an email has been sent, go to Email history, see section 12.

11.
Change History


In Change History (choose from the ‘Monitor’ page on the lower blue menu bar), you can see which changes has been made to the database when and by who. This is useful if for example information is missing.


12.
Email History

Email History (choose from the ‘Monitor’ page on the lower blue menu bar) shows which emails have been sent in the past.

13.
Updating data – PI, funding details, project end dates and status

When R&D receives updates about projects from investigators, funders or from other reliable sources, the database should be amended to reflect this. The information we should be most careful to update is principal investigator, funding organisation and amount, and end date. If any of this information changes this must be changed on the ReDA database also. 


· Changing Principal Investigator (PI): If a project changes PI, the new PI must be added to the project. The way this is done is covered in the section on ‘Adding/removing a Principal Investigator’. The old PI should stay attached to the project to keep track of the “history” of the project: attach the old PI by making a search on their name, and clicking on the ‘+’ sign. Make sure you file the project file under the new PI name.


· Changing funding details:  Entering funding details and adding funders is covered in 5.3 and 5.4. Simply change the data as appropriate.


· Changing the project end date: Change the end date as appropriate and choose a category from the ‘Status’ drop down list on the ‘Manage’ page. We only use the ‘Status’ list when we have received confirmation from the investigator or other reliable source that the project is definitely either Active, Completed, On hold, or Never Started. If the project never started the whole record should be deleted from the database, and the record taken off the NRR (use the template form in Public > NRR & Database > Deleted Records and email to the NRR). 


14.
Prepare NRR return


R&D need to submit their records to the National Research Register (NRR) every quarter. ReDA downloads all the records into an Access database which can be zipped and submitted to the NRR online. 


· Go to the ‘Admin’ page (top blue menu bar) and click on the ‘Prepare NRR Return’ link.


· Choose organisation from the drop down list.


· Click on the ‘Update details’ button.


· Click the ‘Test prepare’ button – ignore all the missing data.


· Click the ‘Prepare NRR’ button – do not click archive, this gives you an error message.


· After a minute or two, the database will have prepared the access file. Right click on the link ‘Last NRR database: dd/mm/yyyy’ (the date should be the day you have last prepared it). Choose ‘Save target as’ and save the file in Q:\Research and Development\Public\NRR & Database\NRR Submissions as ‘nrrMonthYear’.


· WinZip the file and save in the same folder. Delete the access file from the folder, as these are very large files.


· Go to the NRR submission website: http://www.update-software.com/national/DataSubmissions/.


· Data provider email address is currently helene.provstgaard@bartsandthelondon.nhs.uk, enter this address in the first field. Remember to change name of data provider when there is a new person in post as Research Governance Support Officer.


· Enter password: N0205-861 and click ‘Log in’.


· Click ‘Add submission file’ and find the file in the public folder.


· Click ‘Send file to Update’s Software server. After a few moments you will receive confirmation that the file has been uploaded. 


· If there is any need to contact NRR directly, Hazim Timimi from Update Software will be able to help and he can be reached on 01865 513902 ext. 225.
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** Please print out this email and keep it in your Trial Master File **


Dear,


Research project “” has now been entered on the R&D database with yourself as the Principal Investigator. The R&D number for this project is:


This number helps us identify and locate the project file in our office, so please quote it in all correspondence with the Joint R&D Office. 


Please be aware that you must contact the Joint R&D Office if any of the following happens:


* The start or end date changes.


* Funding details change.


* Amendments are made to the protocol approved by the ethics committee, however small.


* Changes are made to the study team, particularly at PI level or those responsible for seeking patient consent.


Once you have consented the first patient to your trial, you are required to notify the MHRA. Go to http://www.bartsandthelondon.nhs.uk/research/clinical_trials.asp#starting_your_trial, for a template letter.

Serious Averse Event (SAE’s) and Suspected Unexpected Serious Adverse Reactions (SUSAR’s) must be reported to the Joint R&D Office within 24 hours of learning of the event. SUSARS must also be reported to the MHRA and Main REC within 7 days.


Annual safety reports should be sent to the MHRA and the Main REC. Go to http://www.nres.npsa.nhs.uk/applicants/review/after/safety.htm for more information and guidance.

Annual progress reports should be sent to the Main REC. Go to http://www.nres.npsa.nhs.uk/applicants/review/after/progress.htm for more information and a template.

End of trial notification should be sent to the Joint R&D Office, the MHRA and the Main REC within 90 days of conclusion date. Go to http://www.nres.npsa.nhs.uk/applicants/review/after/endofproject.htm#ctimps for guidance and a template form.

Please be aware that on trial closure, the study records must be sent to the Trust central archive in accordance with Trust records management procedures. Study records should be stored for 20 years after the end of the trial. Go to http://www.bartsandthelondon.nhs.uk/research/archiving.asp or contact Records Manager Catherine Redfern on 0207 480 4866 for further guidance. Please quote the R&D ID number in all correspondence.


Finally, please contact us in the Joint R&D Office, tel 0207 882 7250, with any research related query you may have during your project.


Best wishes, 


Clare

Clare Gillott

Research Governance Support Officer


Barts and the London NHS Trust


Research and Development


24-26 Walden Street, Whitechapel, London, E1 2AN

Tel   0207 882 7261 (Internal calls 13 7261)


Fax  0207 882 7276
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** Please print out this email and keep it in your main study file **


Dear,


Research project “” has now been entered on the R&D database with yourself as the Principal Investigator. The R&D number for this project is:


This number helps us identify and locate the project file in our office, so please quote it in all correspondence with the Joint R&D Office. 


Please be aware that you must contact the Joint R&D Office if any of the following happens:


* The start or end date changes.


* Funding details change.


* Amendments are made to the project approved by the ethics committee, however small.


* Changes are made to the study team, particularly at PI level or those responsible for seeking patient consent.


Serious Averse Event (SAE’s) and Suspected Unexpected Serious Adverse Reactions (SUSAR’s) must be reported to the Joint R&D Office within 24 hours of learning of the event. Go to http://www.bartsandthelondon.nhs.uk/research/event_and_incident_reporting.asp for more information and a template report form.


If BLT/QMUL is the lead site: please make sure that you submit annual progress reports to the Joint R&D Office and the Main REC. Go to http://www.nres.npsa.nhs.uk/applicants/review/after/progress.htm for guidance and a template form. At the end of the study, you should notify R&D and Main REC within 90 days of the conclusion date. Go to http://www.nres.npsa.nhs.uk/applicants/review/after/amendments.htm for guidance and a template form.

Please be aware that when the project has finished, all study records must be sent to the Trust central archive in accordance with Trust records management procedures. Study records should be stored for 20 years after the end of the project. Go to http://www.bartsandthelondon.nhs.uk/research/archiving.asp or contact Records Manager Catherine Redfern on 0207 480 4866 for further guidance. Please quote the R&D ID number in all correspondence.


Finally, please contact us in the Joint R&D Office, tel 0207 882 7250, with any research related query you may have during your project.


Best wishes, 


Clare

Clare Gillott

Research Governance Support Officer


Barts and the London NHS Trust


Research and Development


24-26 Walden Street, Whitechapel, London, E1 2AN

Tel   0207 882 7261 (Internal calls 13 7261)


Fax  0207 882 7276
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SOP for Project Registration APPENDIX A Version 4.0 11.04.08



File types: database registration and required documents


1. Clinical trials. 


ReDA:
All projects must be fully registered on database – full title, information on research questions, methodology, sample group etc. Should go to the NRR except if commercial study. Tick the ‘ EUD Clinical trial’ tick box on the ‘Manage’ page.


· Required documents for all files:


· Project protocol


· Ethics application form, part A, B, SSI or IRAS R&D form.

· Ethics approval letter and correspondence


· Patient information sheet


· Consent form


· Investigator’s CV


· Evidence of internal peer review


· Data Protection Form (if BLT data is used)


· R&D Approval letters (provisional and final)

· Conditions of sponsorship letter (if BLT/QMUL sponsored)

· Sponsorship approval letter


· Sponsorship agreements with all participating sites (if multicentre)

· Clinical Trials Authorisation (former CTX, DDX)


· Clinical Trials Authorisation application 


· Reply from CI to any remarks on the authorisation letter (If applicable)


· Letter from MHRA approving the remarks


· E-mail from pharmacy confirming that they approve the study


1.1 Commercial funding – additional documents

· Clinical Trials Agreement 


· Insurance (if not part of CTA)


1.2 Non-commercial funding – additional documents

· Funding application (if applicable)  


· Funding approval letter (if applicable)


· R&D Costing sheet


1.3 Internally funded – additional documents

· R&D Costing sheet


2. Other research involving BLT patients, users, staff


ReDA:
All projects must be fully registered on database – full title, information on research questions, methodology, sample group etc. Should go to the NRR except if commercial study.

· Required documents for all files:


· Project protocol


· Ethics application form, part A, B, SSI or IRAS R&D Form.


· Ethics approval letter and correspondence


· Patient information sheet


· Consent form


· Investigator’s CV


· Evidence of internal peer review


· Data Protection Form (if BLT data is used)


· R&D Approval letters (provisional and final)

· Conditions of sponsorship letter


· Sponsorship approval letter


· Sponsorship agreements with all participating sites (if a high risk multicentre study)


2.2 Commercial funding


· Clinical Trials Agreement 


· Insurance (if not part of CTA)


2.3 Non-commercial funding


· Funding application (if applicable)


· Funding approval letter


· R&D Costing sheet


2.4 Internally funded

· R&D Costing sheet


3. Research involving animals or other materials which do not require ethics approval


ReDA:
All projects must be fully registered on database – full title, information on research questions, methodology, sample group etc. 

· Required documents for all files:


· Protocol (if one exists – if not, a full research description must be included in one of the other documents)


3.1 Commercial funding


· Licence Agreement


· Contract


3.2 Non-commercial funding


· Funding application (if applicable)


· Funding approval letter (if applicable)


· R&D Costing sheet


4. Staff appointments and PhDs


4.1. Connected to a specific research project


ReDA:
Must be entered on the database as a project, see appropriate type of research above.


· Required documents depends on the type of research, see categories 1, 2 or 3 above.


4.2. No specific project


ReDA:
Grant account should be entered on the database with only partial information, i.e. no research question, no full title necessary. Does not go to the NRR. Tick the ‘Not a project’ tick box.


· No required documents.


5. Other financial support – e.g. a Research Unit, purchase of equipment, admin support.


ReDA: 
Should be entered on the database with only partial information, i.e. no research question, no full title necessary. Does not go to the NRR. Tick the ‘Not a project’ tick box. 

· No required documents.
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