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Site Initiation Attendance Log
This Form must be used to document attendance at Initiation Visits in accordance with R&D/S08 Monitoring 
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F70

	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 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
	21st February 2011
	
	New Form created by removal of Attendance Log from Initiation Report Form; some minor changes

	2.0
	19th March 2012
	
	Change of SOP Controller

	3.0
	15th April 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance

	4.0
	17th August 2017
	
	Change of author. Minor changes to align with T03 (Monitoring Plan Template).

	5.0
	9th December 2019
	
	Change of author.  Change of link to R&D website. Job role amended to study role. Topic codes have been made editable so that they can be amended dependant on the study.

	6.0
	13th February 2023
	Monica Haritakis
	Change of Trust name. Section added to record whether the SIV was delivered face to face or remotely.

	
	
	
	

	
	
	
	

	
	
	
	


Site Initiation Attendance Log
	Study Title (short):    

	IRAS number:    
	EUDRACT Number (if applicable):    

	Date of Initiation Visit:    
	Delivery of SIV: Face to Face/ Remote (delete as applicable)

	The undersigned attended the Site Initiation visit and were present during discussion of the topics for which the following code numbers are entered against their names (if present throughout, state ‘all’)

1. Overview of the Protocol/ applicable SOPs, consenting, discontinuation and withdrawal process;
2. Primary and secondary endpoints; 

3. Randomisation procedures; 

4. Definitions of Source Data/maintenance of source data records;
5. CRF completion procedures, data collection, file notes; 

6. Data management;
7. Safety reporting requirements and responsibilities;
8. Documenting and reporting breaches/deviations; 

9. Receiving and implementing amendments;
10. Pharmacy: Qualified Person Release documentation (CI site), handling and dispensing of IMP’s; Overview of pharmacy processes; 

11. Handling of samples; Overview of lab processes ;
12. Equipment ;
13. Other ……………………..

14. ……………………………..

15. …………………………….
[Add/ delete rows as applicable]

	Name (print)
	Study Role (print)
	Topic codes
	Signature
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