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R&D/F103 – Set up Checklist for New Studies (Research Teams)

Set up Checklist for New Studies; (Research Teams)
To be used in conjunction with R&D/S37
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F103

	Version Number:
	2.0

	Author:
	Lisa Carr-Knott

	Implementation date of current version:
	18th April 2023


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D



	
	Date:
	21st March 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	21st March 2023


	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	15th April 2019
	
	Creation of new document

	2.0
	18th April 2023
	Lisa Carr-Knott
	Change to Trust name. Updated to accommodate new documents and processes.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Set up Checklist for New Research Studies
	Care Group and Specialty; 
	  

	Full Study Title & Acronym; 
	

	R&D Reference No.;
	

	Site No.;
	

	Target and ABF;
	

	Project Type (E.g. commercial CTIMP…etc);
	

	Recruitment End Date;
	

	Study End Date;
	

	
	

	
	

	Principle Investigator;
	

	Sub Investigators (List);
	

	
	

	
	

	
	

	Support Departments Involved (List);
	

	
	

	
	

	
	

	Study Sponsor;
	

	CRO/Sponsor Contact (email and telephone number);
	

	
	

	Date of Confirmation of Capacity and Capability Email received (file in ISF);
	

	Date of Sponsor Green Light/Activation received (file in ISF) (if applicable); 
	

	Date of R&D open to recruitment email received (file in ISF);
	


	Activity
	Date Complete
	Initials
	Comments

	Study documentation

	Appendix 1; Local Information Pack (LIP) Checklist
	
	
	

	Creation of Electronic Site File on the Q-Drive
	
	
	

	ISF received and reviewed or ISF created where required.
	
	
	

	Document Version Control Log (R&D/F101- if Sponsor not provided)
	
	
	

	Patient facing documents such as the PIL and Consent Form localised
	
	
	

	All essential documents signed by relevant members of the study team (e.g. financial disclosures, protocol signature page…etc)
	
	
	

	Delegation Log complete and filed in ISF
	
	
	

	Radiology

	Named person in radiology supporting the study provided with any radiology specific documents/ materials (e.g. x-ray templates) 
	
	
	

	Fully completed IRMER received and filed (where applicable)
	
	
	

	Fully completed ARSAC received and filed (where applicable)
	
	
	

	RECIST support for the study arranged (where applicable)
	
	
	Name of person supporting the study;

	Central reading of images required

(where applicable)
	
	
	Yes   /  No

Name of person responsible;

	Aware and understood method for sending off images
	
	
	Name of Courier Service;

	Radiology Log template prepared ready to send to R&D, Quality Assurance each month (where applicable)
	
	
	


	Activity
	Date Complete
	Initials
	Comments

	Electronic Data Capture (EDC), EDGE, Safety and Randomisation

	EDC training complete by all team members (where applicable)
	
	
	Name of system;

	EDC logins supplied and working (where applicable)
	
	
	

	IVRS/IWRS system logins supplied (where applicable)
	
	
	Name of system;

	For blinded studies, training in an emergency unblinding procedure carried out & documented in the ISF.
	
	
	

	For blinded studies, emergency unblinding test performed prior to the study commencing & documented in the ISF. Further regular test planned as required (depending on the duration of the study).
	
	
	

	Logins supplied and working; Where an electronic Safety Reporting System is being used by the PI to receive national/international notification of safety events for the study.
	
	
	

	All members of the team have clinical access to the research study on EDGE
	
	
	

	Training

	GCP certificates and CVs up to date. Filed in the ISF.
	
	
	

	Protocol training and any other training complete by all those required (excluding EDC). 
	
	
	

	Training log complete and filed in ISF
	
	
	

	Research Team training on sample processing (where required/agreed due to out of hours working)
	
	
	

	Where routine clinical members of staff are preforming research activity; training provided and documented
	
	
	


	Activity
	Date Complete
	Initials
	Comments

	Equipment
	
	
	

	Laboratory kits, packaging, and shipping materials received and checked. Adequate storage & stock check controls arranged (including expiry dates & amendments to study procedures). Informed Laboratory Research Team.
	
	
	

	Study specific equipment received (e.g. ECG machine, tablet…etc), service & calibration in place. Maintenance checks arranged as per manufacturers recommendations.
	
	
	

	Where the above noted equipment is electronic and requires mains power the Medical Engineering Department (EME) contacted and testing of the equipment complete.
	Contacted;
	
	

	
	Complete;
	
	

	Other

	Source data location checklist complete (Sponsor specific or Trust Form R&D/F58)
	
	
	

	Research Nurse review of Schedule of Events (SoE)/Schedule of Events Cost Attribution Tool (SoECaT) or Industry Costings Template (ICT) and comments sent to RDF/Commercial Research Manager as required.
	
	
	

	Where there is a need for Blinded/Unblinded staff; team members identified to perform these roles and everybody in the team and support services made aware.
	
	
	Blinded RN;

	
	
	
	Blinded RN; 

	
	
	
	Blinded CTA;

	
	
	
	Unblinded RN;

	
	
	
	Unblinded RN;

	
	
	
	Unblinded CTA;

	Identify whether travel expenses or refreshments are being paid and the processes for obtaining these.
	
	
	

	Received guidance on shipping of central laboratory samples and are aware of the days and times available to ship.
	
	
	Name of Courier Service;

Name of Central Laboratory;




	Activity
	Date Complete
	Initials
	Comment

	If Lone Working is required; SOP R&D/S98 read and associated forms complete (R&D/F113 & R&D/F114).
	
	
	

	SIV arranged and all required invited


	
	
	Date of SIV;

	PI Declaration of Responsibilities- for completion as directed by the RDF only.
	
	
	


	Completed by;   
	Date;   


Note; Please file a copy of this Form in your Investigator Site File.
Appendix 1; Local Information Pack (LIP) Checklist 

To ensure the content of your Investigator Site File (ISF) is correct please complete the below cross referencing the documentation received by you from the Sponsor/CRO and your RDF against that present in you ISF. Once complete please file in you ISF with the Confirmation of Capacity and Capability email from R&D.
	Document
	Date Received
	Initials
	Additional Information

	HRA Initial Assessment Letter (where applicable)
	
	
	Date on Letter;

	HRA Approval Letter
	
	
	Date on Letter;

	Where HRA Approval does not include site approval; Amendment noting site being added
	
	
	Date;
Number;

	Ethics Favourable Opinion Letter
	
	
	Date on Letter;

	MHRA Approval Letter (where applicable)
	
	
	Date on Letter;

	Copy of IRAS Application Form
	
	
	

	Protocol
	
	
	Date;
Version;

	Patient Information Sheet/s 
	
	
	Date;

Version;

	Consent Form/s 
	
	
	Date;

Version;

	CRFs
	
	
	Date;

Version;

	Questionnaire/s
	
	
	Date;

Version;

	Promotional Materials (e.g. posters, leaflets…etc) 
	
	
	Date;

Version;

	Final copy of the Industry Costings Template (ICT) (Commercial studies)
	
	
	

	Schedule of Events (SoE)/ Schedule of Events Cost Attribution Tool (SoECaT) (Non Commercial studies)
	
	
	

	Statement of Activities (SoA)/ Organisational Information Document (OID) (Non Commercial studies)
	
	
	

	Any Amendments (ensure amendments are complete and you have all associated documentation for each. If you require further guidance please do speak to your allocated RDF.) 


	
	
	Date;

Number;



	
	
	
	Date;


Number;



	
	
	
	Date;


Number;



	
	
	
	Date;


Number;



	
	
	
	Date;


Number;



	Laboratory Manual
	
	
	Date;

Version;

	Pharmacy Manual
	
	
	Date;

Version;

	Radiology Manual/ Guidance
	
	
	Date;

Version;

	Investigator Brochure (IB)/ or SmPC
	
	
	Date;

Version;

	Copy of fully executed Model Agreement (if applicable)
	
	
	

	Other;
	
	
	

	Other;
	
	
	

	Other;
	
	
	


	Completed by;    
	Date;   


Note; Please file a copy of this Checklist in your Investigator Site File.
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