[image: image7.png]&Qe,’ Queen Mary

University of London







[image: image6.png]&Qe,’ Queen Mary

University of London







[image: image6.png]Standard Answers
Part A – NRES (COREC) Form

www.nresform.org.uk
A 29   What arrangements have been made for participants who have special communication needs? 
Advice can be sought from Jane Canny, Head of Patient Quality or Abdul Jalil, Health Advocacy Team Leader.  Please complete an advocacy form which can be downloaded from the website (http://www.bartsandthelondon.nhs.uk/research/advocacy_services.asp), and send it to Sonia.Augustine@bartsandlondon.nhs.uk
They have translated (CERES) leaflets, which are available to download, in different languages to try and involve people who speak little or no English. 
A35
	For projects where QMUL is acting  as sponsor


	As QMUL is acting as sponsor the NHS insurance scheme will not apply and the research will involves a non-NHS site, therefore please select the following options on the NRES form:
A35-1:  “Other insurance or indemnity arrangements will apply (give details below)”

A35-2:   “Other insurance or indemnity arrangements will apply (give details below)”

A35-3:   “Research includes non−NHS sites (give details of insurance/indemnity arrangements for these sites below)”

As the NRES form asks for further details in all these sections please add the following statement to sections A35-1, A35-2 and A35-1 “Queen Mary University of London provides no fault insurance for all of its studies, a copy of the insurance policy has been included”.  A copy of the current QMUL insurance schedule will need to be submitted with the NRES application and this will be supplied by the Joint R&D office during the registration process

A36 the default answer is “No”; however occasions may exist when this can be answered “yes”; advice can be obtained from the Joint R&D Office.

	For projects where BLT is acting  as sponsor


	As the NHS insurance schemes applies in this case please select the following options on the NRES form:
A35-1:  “NHS indemnity scheme will apply”
A35-2:  “NHS indemnity scheme will apply to all protocol authors”
A35-3:  “All participants will be recruited at NHS sites and NHS indemnity scheme or professional indemnity will apply”
A36 the default answer is “No”; however occasions may exist when this can be answered “yes”; advice can be obtained from the Joint R&D Office.

	Commercially sponsored
	The commercial sponsor will complete this.


A39

If the project involves access to medical records please tick the option “Examination of medical records by those outside the NHS, or within the NHS by those who would not normally have access” as monitoring and regulatory agents will need to the right to access these files.

A44 The current retention time is 20 years for all projects

Please state where the documents will be held, the security arrangements, custodian and the archiving system which will be used.  Please note that the Trust has an archiving department.
A59 Sponsor details if BLT or QMUL:
Organisation: 
Barts and The London NHS Trust or Queen Mary, University of London (only one organisation please)
Address: 

Joint Research Office 
24-26 Walden Street
Whitechapel
London  E1 2AN 




Tel: 020 7882 7260
Fax: 020 7882 7276

Email: Gerry.Leonard@bartsandthelondon.nhs.uk
UK contact section for QMUL/BLT sponsored projects.
Gerry Leonard

Joint Research Office 
24-26 Walden Street
Whitechapel
London  E1 2AN 

Tel: 020 7882 7260





Fax: 020 7882 7276




Email: Gerry.Leonard@bartsandthelondon.nhs.uk
SSI Form

It is the responsibility of the Principal Investigator to fill in information regarding the Barts and The London NHS Trust/ QMUL site.  The following information provides guidance on how to complete specific questions on the SSI form.
Name of NHS REC responsible for SSA:

East London and the City REC

Name of NHS care organisation to which application is being made for permission to

conduct the research:

Barts and The London NHS Trust

Qu 6
Give the name of the NHS site within or through which the research will take place under the responsibility of the PI or Local Collaborator.

Barts and The London NHS Trust/ Queen Mary University of London

Qu 8
Specify all locations, departments, groups or units at which or through which research procedures will be conducted at this site and describe the activity that will take place

Please fill in the locations within our trust where the research will take place briefly naming the procedures in each location.

Qu 12
Who is the Principal Investigator or Local Collaborator for this research at this site?

Please make sure the following sections are completed:

	a) Will this person interact with research participants, their organs, tissue or data in a way that has a direct bearing on the quality of care?
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	b) Does this person hold a current substantive or honorary contract with the NHS organisation or accepted by the NHS organisation?
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Qu 14
Give details of all other members of the research team at this site, including academic supervisors and all people who will interact with research participants, their organs, tissue or data in a way that has a direct bearing on the quality of care.

Please list all the research team
Qu 23
Who will be responsible for obtaining informed consent at this site? What expertise and training do these persons have in obtaining consent for research purposes?

Please list the dates of the mandatory GCP training attended for studies involving CTIMPs.  Also briefly list your experience in taking consent in medical research.

Qu 27
Is there a contact point where potential participants can seek independent advice about participating in the study?

For research involving BLT patients: 

Patient Advisory Liaison Service (PALS), tel 020 7377 1335 or email pals@bartsandthelondon.nhs.uk
If there is no other appropriate local individual or agency that can offer independent advice (such as a clinician or manager independent of the research study), do not add anything other than PALS here.

Qu 28
Please provide a copy on headed paper of the participant information sheet and consent form that will be used locally. 

This must be the same generic version submitted to/approved by the main REC for the study while including relevant local information about the site, investigator and contact points for participants (see guidance notes).

Please supply our information sheet with local contacts and complaints procedures as listed in the table below:

	For projects where QMUL is acting  as sponsor


	What happens if there is a problem? 

Queen Mary University of London has agreed that if you are harmed as a result of your participation in the study, you will be compensated, provided that, on the balance of probabilities, an injury was caused as a direct result of the intervention or procedures you received during the course of the study. These special compensation arrangements apply where an injury is caused to you that would not have occurred if you were not in the trial. These arrangements do not affect your right to pursue a claim through legal action.
Please also add the following if dealing with patients

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.
For healthy volunteers

If you have a complaint please contact:

The Complaints Officer

c/o Chief Operating Officer for the Barts and The London, 

Queen Mary School of Medicine and Dentistry

Wardens Office
32 Newark Street
Whitechapel
London E1 2AA



	For projects where BLT is acting  as sponsor


	What happens if there is a problem?

We would not expect you to suffer any harm or injury because of your participation in this study.  If you are harmed by taking part in this study, there is no special compensation arrangement. If you are harmed due to someone’s negligence, then you may have grounds for legal action but you may have to pay your legal costs. Regardless of this, if you wish to complain or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms should be available to you. 

 

Please contact Patient Advisory Liaison Service (PALS) if you have any concerns regarding the care you have received, or as an initial point of contact if you have a complaint.  Please telephone 020 7377 6335, minicom 020 7943 1350, or email pals@bartsandthelondon.nhs.uk, you can also visit PALS by asking at any hospital reception.

	Commercially sponsored
	The commercial sponsor will complete this.


Qu 29. What arrangements have been made for participants who might not adequately understand verbal explanations or written information given in English, or who have special communication needs? (e.g. translation, use of interpreters etc.) (Populated from A29)

What local arrangements have been made to meet these requirements (where applicable)?

Basic information about the project is required by the advocacy team e.g. the groups you intend to approach, your sample size and which languages may be involved.   Please complete an advocacy form which can be downloaded from the website (http://www.bartsandthelondon.nhs.uk/research/advocacy_services.asp), and send it to Sonia.Augustine@bartsandlondon.nhs.uk
Advice can be sought from Jane Canny, Head of Patient Quality or Abdul Jalil, Health Advocacy Team Leader.
Qu 35
What are the arrangements for the supervision of the conduct of the research at this site?

Please list all supervisory arrangements even if they have been listed in parts A and B.
Qu 39
Authorisations required prior to R&D approval

Please state that “A Provisional R&D approval letter is required prior to the SSA, and a final R&D approval letter and a contract/ agreement is required prior to work being started at the site.”
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