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R&D/F14 – Initiation Report



Initiation Report
This Form must be used for Trial Site Initiation in conjunction with R&D/S08 Monitoring; and the Trial Monitoring Plan
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.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

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: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F14

	Version Number:
	6.0

	Author:
	Monica Haritakis 

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Deborah Phillips, Research Advisor


	
	Date:
	17th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	16th January 2023


	This Form will normally be reviewed every 2 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
	21st October 2009
	
	The Monitoring Form entitled ‘Research Governance Monitoring Report (F3)’ is superseded by this document.  Version 1.0 of F3 was implemented on 2nd March 2006, with subsequent updates to version 2.0 (18th October 2007) and version 3.0 (11th January 2008).  R&D/CTIMP/F14 and R&D/CTIMP/F10 now superseded F3.

	2.0
	21st February 2011
	
	Form reformatted.  Attendance log removed and section 7 added.

	3.0
	19th March 2012
	
	Change of Author and SOP Controller

	4.0
	15th April 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance

	5.0
	9th December 2019
	
	Change of author. General update in line with R&D/F95 TMF Content & R&D/F11 ISF Content.

Change of link to R&D website. Changes to table on front page. Section 2 amended to reflect new ISF contents page.

	6.0
	13th February 2023
	Monica Haritakis
	Change of Trust name.

	
	
	
	

	
	
	
	

	
	
	
	


SITE INITIATION REPORT 

	Study Title (short):    


	

	IRAS Number:    
	

	Site Name/ Number:    
	


	Type of Site (delete as necessary): 
	[Chief Investigator (CI) Site (Initiation of whole study / Trial Master File check)] / [ Principal Investigator (PI) Participating Site]

	Chief / Principal Investigator at Site:    
	

	Date of visit:    


	

	Names and Job Titles of all Site personnel seen 


	

	Name / Designation of anyone attending initiation apart from Site personnel listed and Monitor/ Trial Co-ordinator


	


	Section 1:  Arrangements for Trial Master File (TMF) / Investigator Site File (ISF) 



	
	Yes / No / Not applicable

	1. Has the Trial Master File/Investigator Site File been collated in readiness for the Trial, with appropriate dividers and contents page?


	

	2. If some essential documents are to be kept in other departments, e.g. Pharmacy, is this appropriately documented on the contents list?


	


	Section 2: Review of Trial Master File / Investigator Site File

	
	
	Document in Investigator Site File? (if elsewhere on Site state where)

	1.
	Contact Information
	Y
	N
	N/A
	Comments

	
	Contact details of all research study personnel at this site
	
	
	
	

	
	Contact details of all external research study personnel (e.g. Sponsor representative, Trials Unit...) 
	
	
	
	

	
	‘Out of Hours’ contact information as given to participants
	
	
	
	

	2.
	Participant Logs and Consent Forms
	Y
	N
	N/A
	Comments

	
	Participant screening log (chronological list of all screened potential participants with reasons for non-enrolment if appropriate) 
	
	
	
	

	
	Participant enrolment log (all participants enrolled in trial, in trial ID number order) 
	
	
	
	

	
	Original signed consent forms with Participant Information Sheet (if the version is not referenced on the consent form) filed in recruitment order
	
	
	
	

	
	Correspondence and any file notes related to screening/consent/enrolment 
	
	
	
	

	3.
	Source data
	Y
	N
	N/A
	Comments

	
	Source data location list (R&D/F58) 

(to be completed at the SIV stage of the study)
	
	
	
	

	
	Sheets of labels for attachment to participants’ medical records noting fact of trial participation & retention date (see R&D/T26 & T47)
	
	
	
	

	4.
	Standard Operating Procedures
	Y
	N
	N/A
	Comments

	
	Copies of all Sponsor or Study-Specific Standard Operating Procedures (SOPs) (if applicable)
	
	
	
	

	
	If there are no Sponsor or specific SOPs, then R&D Unit SOPs will apply to all studies conducted in the Trust (add a file note to the ISF identifying the location of R&D SOPs)
	
	
	
	

	
	Correspondence and any file notes related to SOPs
	
	
	
	

	5.
	Protocol and associated documents
	Y
	N
	N/A
	Comments

	
	Version control and document tracking checklist for key study documents: Protocol, PIS, Consent Form, Data Collection Forms (R&D/F101)
	
	
	
	

	
	Current approved protocol, signed by CI
	
	
	
	

	
	Protocol deviation log (refer to SOP/S04 & F119 for handling and documenting suspected serious breaches)
	
	
	
	

	
	Correspondence and any file notes related to protocol and protocol deviations/serious breaches 
	
	
	
	

	
	Current approved Participant Information Sheet 
	
	
	
	

	
	Current approved Consent Form 
	
	
	
	

	
	Current approved GP letter (if applicable) 
	
	
	
	

	
	Current approved advertisement (if applicable)
	
	
	
	

	
	Current approved Patient Card/Diary (if applicable)
	
	
	
	

	
	Other documents 
	
	
	
	

	
	Correspondence including any file notes
	
	
	
	

	6.
	Data 
	Y
	N
	N/A
	Comments

	
	Sample of current approved Case Report Form
	
	
	
	

	
	Sample(s) of other current approved data collection instruments (e.g. questionnaires)
	
	
	
	

	
	Signed, dated and completed Case Report Forms (or a file note stating location of CRFs)
	
	
	
	

	
	Signed, dated and completed questionnaires etc. (or a file note stating location of questionnaires)
	
	
	
	

	
	Data queries (or a file note stating location of DQs)
	
	
	
	

	
	File notes documenting CRF corrections or data clarifications
	
	
	
	

	
	Correspondence and any other file notes
	
	
	
	

	7.
	Site Personnel
	Y
	N
	N/A
	Comments

	
	Up to date, signed and dated Research CVs and GCP certificates
	
	
	
	

	
	Study specific staff Training Logs
	
	
	
	

	
	Up to date Delegation of Authority and Signature Log
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	8.
	Approvals
	Y
	N
	N/A
	Comments

	
	IRAS Form
	
	
	
	

	
	HRA approval email 
	
	
	
	

	
	Favourable ethical opinion letter 
	
	
	
	

	
	Clinical Trial Authorisation from MHRA (if applicable)
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	9.
	Capacity and Capability 
	Y
	N
	N/A
	Comments

	
	R&D Confirmation of Capacity and Capability email 
	
	
	
	

	
	Feasibility Assessment/Expression of Interest
	
	
	
	

	
	Statement of Activities
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	10.
	Contracts/Agreements/Finance/Indemnity
	Y
	N
	N/A
	Comments

	
	Clinical Trial Agreement (if applicable/or a file note stating location)
	
	
	
	

	
	Indemnity and/or insurance policy evidence (if not covered in Clinical Trial Agreement)
	
	
	
	

	
	Any other contracts relating to the study 
	
	
	
	

	
	Financial records and invoices (or a file note stating location)
	
	
	
	

	
	Correspondence and any file notes re: agreements, finance etc.
	
	
	
	

	11.
	Pharmacovigilance 
	Y
	N
	N/A
	Comments

	
	Current approved Investigator Brochure/Summary of Product Characteristics (SmPC) (as provided by the study sponsor)
	
	
	
	

	
	Safety notifications from study Sponsor
	
	
	
	

	
	Adverse Event/Serious Adverse Events (AE/SAE) Log 

(see R&D/F46)
	
	
	
	

	
	Blank SAE forms 
	
	
	
	

	
	Completed Serious Adverse Events (SAE) Reports
	
	
	
	

	
	Completed Suspected Unexpected Serious Adverse Event Reports (SUSAR)
	
	
	
	

	
	Procedure for randomisation and unblinding/Code Break (if applicable)
	
	
	
	

	
	Code Break envelopes (if applicable)
	
	
	
	

	
	Evidence of code break test (this should be performed prior to study start date) (see Pharm/S54 for CTIMP studies)
	
	
	
	

	
	Research Related Incidents and evidence of DATIX reporting (refer to R&D/S05)
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	12.
	Amendments
	Y
	N
	N/A
	Comments

	
	Amendment log (R&D/F118)
	
	
	
	

	
	A separate bundle of documents for each amendment, filed in chronological order, comprising of:

· HRA categorisation email 

· notification of HRA approval 

· notification of REC approval (if applicable)

· notification of MHRA approval (if applicable)

· notification of support department approval (if applicable)

· R&D Confirmation of Continuing Capacity and Capability

· relevant correspondence and file notes

· Completed amendment checklist (R&D/F18 if applicable) 
	
	
	
	

	13.
	Equipment (if applicable)
	Y
	N
	N/A
	Comments

	
	Calibration certificates
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	
	

	14.
	Monitoring/ Audits
	Y
	N
	N/A
	Comments

	
	Site Initiation Report 
	
	
	
	

	
	Monitoring Plan (if provided by the study sponsor)
	
	
	
	

	
	Monitoring Visit Reports, Summaries, Action Lists, Correspondence (chronological order) 
	
	
	
	

	
	Audit Visit Report, Summary or Action List, Correspondence (chronological order)
	
	
	
	

	
	Correspondence and any file notes
	
	
	
	

	15.
	Pharmacy (if applicable)
	Y
	N
	N/A
	Comments

	
	Pharmacy Documentation 
	
	
	
	

	
	Pharmacy correspondence and any file notes
	
	
	
	

	16.
	Laboratory (if applicable)
	Y
	N
	N/A
	Comments

	
	Laboratory Documentation 
	
	
	
	

	
	Laboratory correspondence and any file notes 
	
	
	
	

	17.
	Radiology (if applicable)
	Y
	N
	N/A
	Comments

	
	Any Radiology related approvals  e.g. IRMER, ARSAC
	
	
	
	

	
	Radiology specific SOPs/Instructions
	
	
	
	

	
	Radiology correspondence and any file notes
	
	
	
	

	18.
	End of study
	Y
	N
	N/A
	Comments

	
	Study close out visit (if applicable)
	
	
	
	

	
	Study close out report
	
	
	
	

	
	Copies of research related publications/reports
	
	
	
	

	19.
	Other
	Y
	N
	N/A
	Comments

	
	File Note Log and file notes not filed under sections above (miscellaneous)
	
	
	
	

	
	General correspondence (e.g. emails and newsletters) not filed under sections above
	
	
	
	

	
	Meeting Minutes
	
	
	
	

	20.
	Superseded documents 
	Y
	N
	N/A
	Comments

	
	Removed from sections above, marked ‘superseded by version ….. / date’ and filed in date order
	
	
	
	


	 Section 3:  Laboratory arrangements


	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	Shipment record-keeping arrangements
	
	
	

	Specimen handling arrangements
	
	
	

	Temperature log set up for all fridges or freezers used for the study
	
	
	

	Ranges and lab accreditation evidence
	
	
	

	3: COMMENTS:     


	Section 4: Pharmacy arrangements


	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	Labels for attachment to the IMP container (Good Manufacturing Practice compliant)
	
	
	

	Instructions for handling the IMP
	
	
	

	Arrangements for IMP storage at appropriate temperature
	
	
	

	Shipping record-keeping arrangements
	
	
	

	Medication receipt arrangements
	
	
	

	Decoding procedures
	
	
	

	Patient randomisation codes and emergency code-breaks
	
	
	

	Drug accountability forms
	
	
	

	IMP supplies have been received by the Site Pharmacy
	
	
	

	4: COMMENTS:     



	Section 5:  Staff



	
	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	Evidence of Site CI/PI GCP training within the last 3 years
	
	
	

	Evidence of GCP training within the last 3 years for other members of investigator team
	
	
	

	Staff other involved departments have received sufficient GCP and protocol training to enable them to fulfil their responsibilities
	
	
	

	Evidence that all members of investigator team who are not employees of the Site organisation have honorary contracts of employment.
	
	
	

	Satisfactory attendance at Site Initiation meetings / training 
	
	
	

	5: COMMENTS:     



	Section 6: Other arrangements


	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	Provision for storage of paper documentation (lockable cabinets, in a lockable room)
	
	
	

	Participant identifiable data to be kept off data collection instruments - investigators aware:

· Use only standard approved CRFs etc.;

· Do not add ID information (e.g. hospital labels) 
	
	
	

	Computer files containing identifiable data to be stored on a remote server
	
	
	

	All equipment to be used for the study calibrated according to Site policy?
	
	
	

	All fridges or freezers to be used for study have  thermometer to record temperature and satisfactory procedure in the event of failure
	
	
	

	6: COMMENTS:    



	Section 7: Chief Investigator Co-ordination


	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	Does the Chief Investigator have sufficient time agreed as part of job plan to oversee this trial?
	
	
	

	Is there a designated Trial Co-ordinator?
	
	
	

	Does the Trial Co-ordinator have sufficient time allocated in his/her job plan to carry out co-ordination tasks properly?
	
	
	

	Is there appropriate administrative support at the co-ordination centre?
	
	
	

	7: COMMENTS:    



	SECTION 8: SUMMARY ASSESMENT  

	Author should delete either confirmation A or B below, sign and give the Report to the Sponsor Representative.

	Confirmation A 

I confirm that:

· The Site has been prepared for the study; 

· All required topics have been covered in meetings with involved staff at Site; 

· Necessary staff, facilities and arrangements are in place.

· The Sponsor is advised that the study can begin at this Site .



	Confirmation B

I confirm that some actions are required before the Sponsor can be advised that the study can begin at this Site.  Action lists have been issued and copies are attached to this Report.

	Monitor/Trial Co-ordinator Signature 
	

	Date
	

	Name (print)
	

	Report Received by Sponsor’s Representative
	

	Date
	

	Name (print)
	


	SECTION 9:  CONFIRMATION FOLLOWING ACTION LISTS 

	If actions were required under Section 8 the Monitor/Trial Co-ordinator  should sign Confirmation C or send a similar personal email to the Sponsor representative for attaching to the Report. 

	Confirmation C

I confirm that all necessary actions have been completed and the Sponsor is advised that the study can begin at this Site.


	Monitor/Trial Co-ordinator  Signature 
	

	Date
	  

	Name (print)
	  


	SECTION 10:  FINAL SIGN-OFF 

	When the Monitor/ Trial Co-ordinator has confirmed that the study can begin at Site, the Sponsor representative should sign below in acknowledgement that the Report has been accepted.   The signed original Report should be retained in the Sponsor File and a copy given to the Site. 

	Sponsor Representative’s  Signature 
	

	Date
	  

	Name (print)
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