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	Author:
	Martyn Steers (Information Governance Support Officer)

	

	Authorisation:

	Name / Position
	Mr Gerry Leonard, Head of Research Resources

	Signature
	

	Date
	


	Purpose and Objective:



	To ensure that the research project complies with the Data Protection Act, 1998 and the Caldicott guidelines, 1997. 
To advise investigators how to maintain patient and staff confidentiality whilst conducting the research project.



	SOP Text




	
	Responsibility
	Activity

	1. 
	Principal Investigator (PI)
	Contact the Information Governance department via the link for advice on any Information Governance, Data Protection and Caldicott issues which arise during the ethical submission of a research project; or to receive advice on projects requiring PIAG approval.

(http://bltintranet/A-Z/InformationGovernance/informationgovernance.aspx) 
If the research project involves patients or staff from the NHS, complete and sign a data protection form (Appendix A) and submit this with the ethics application to the Joint R&D Office or send the form from a recognised Trust/QMUL e-mail address


	2. 
	Information Governance Support Officer./ Research Ethics Facilitator

	Check that the information within the NRES form, information sheets and consent forms is consistent with the information within the data protection form. 

Ensure that the patient will be fully informed if their GP is to be contacted, and if any samples will be retained for future use.

Advise investigators on changes to be made to the documentation or procedures in order to comply with the Trust’s policy with regard to data protection and Caldicott requirements.  
Suggest that current templates on the NRES and R&D websites are used when appropriate (www.nres.npsa.nhs.uk;  http://www.bartsandthelondon.nhs.uk/research/seeking_consent.asp)


	3. 
	Information Governance Support Officer/ Research Ethics Facilitator

	Counter sign the data protection form when satisfied that the project meets the Trust’s Information Governance criteria

	4. 
	Research Ethics Facilitator
	Enter the event on the ReDA database that the project’s data protection form has been signed and send a copy to the investigator. File the original with the project file.
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		Data Protection Act Research Form



		R& D Reference:

		Office use only



		Principal Investigator/


Lead Researcher:

		



		Title of Research Project:

		



		Length Project:

		

		Months

		

		Years



		Source of  Data:

		 FORMCHECKBOX 
 Patient

		 FORMCHECKBOX 
 Staff

		 FORMCHECKBOX 
 Other – Please specify:



		

		



		Organisation involved in Research:

		 FORMCHECKBOX 
 Trust

		 FORMCHECKBOX 
 QMUL

		 FORMCHECKBOX 
 Other – Please specify:



		

		



		Purpose of Research:

		



		Who is the research data/information going to be shared with?




		Other NHS Organisations  FORMCHECKBOX 
 QM Staff  FORMCHECKBOX 
 Private Company  FORMCHECKBOX 
 Other (please state):






		Is the information being sent outside of the UK?

		     FORMCHECKBOX 
 Yes 

		 FORMCHECKBOX 
 No

		Will patient consent be obtained?

		      FORMCHECKBOX 
 Yes 

		 FORMCHECKBOX 
 No



		Is the information being sent outside of the EU?

		     FORMCHECKBOX 
 Yes 

		 FORMCHECKBOX 
 No

		Will patient consent be obtained?

		      FORMCHECKBOX 
 Yes 

		 FORMCHECKBOX 
 No



		Where is the research data going to be stored? 

		Please state the type of storage (e.g. computer or paper records), the physical location (departmental) and any security measures you have undertaken to protect the data.



		Will patient case-notes be used?

		     FORMCHECKBOX 
 Yes

		 FORMCHECKBOX 
 No

		Will patient consent be obtained?

		      FORMCHECKBOX 
 Yes

		 FORMCHECKBOX 
 No



		I will ensure my Research project is compliant with the Data Protection Act and the Department of Health Code of Confidentiality. 



		Signature:

		

		Print Name:

		



		Date:

		

		Email Address:

		





Office use only

		Date Approved by IG Team:

		

		Approved By:

		



		Comments/ Recommendations:
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