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	SOP Name
	SOP Version
	*Sign /Date Read

	ECTU_SOP_AD_01 Creating and Maintaining Staff training records.
	
	

	ECTU_SOP_DM_04 Data Entry Procedures
	
	

	ECTU_SOP_DM_05 Data Quality
	
	

	ECTU_SOP_DM_09 Data Management Plans (DMP)
	
	

	ECTU_WPD_DM_W2 Data Cleaning
	
	

	ECTU_SOP_IT_06 Paper based Treatment Allocation
	
	

	ECTU_SOP_IT_14 Granting Blinded or non-blinded access to trial database
	
	

	ECTU_WPD_IT_W2 Granting blinding and non-blinded access to trial database
	
	

	ECTU_SOP_OP_01 Developing and management of SOP and WPD
	
	

	ECTU_SOP_OP_15 Data access Request and Application Management
	
	

	ECTU_SOP_OP_17 Review of External Reports
	
	

	ECTU_SOP_OP_18 Applying for Project Extensions
	
	

	ECTU_SOP_OP_19 File and Email Access for External and Non-Substantive ECTU Staff
	
	

	ECTU_SOP_OP_20 Requests to Lock and Unlock a Study Database
	
	

	ECTU_SOP_OP_21 Project Closure Planning
	
	

	ECTU_SOP_QA_01 QA Management of ECTU Controlled Standard Operating Procedures (SOPs), Working Practice Documents (WPDs) and Polices and their Periodic Review
	
	

	ECTU_SOP_ST_01 Sample Size Calculation
	
	

	ECTU_SOP_ST_02 Randomisation and Blinding Procedures
	
	

	ECTU_SOP_ST_03 Data Monitoring Committee
	
	

	ECTU_SOP_ST_04 Statistical Analysis Plans
	
	

	ECTU_SOP_ST_05 Statistical Analysis and Reporting
	
	

	ECTU_SOP_ST_06 Establishing and Maintaining a Statistics Master File (SMF)
	
	

	ECTU_SOP_ST_07 Defining Data Access Requirements for Blinded and Unblinded Statisticians
	
	

	ECTU_WPD_ST_W1 General Guidance
	
	

	SOP Name
	SOP Version
	*Sign /Date Read

	ECTU_WPD_ST_W2 Statistical Input into Trial and Protocol Design
	
	

	ECTU_WPD_ST_W3 DMC Reporting
	
	

	ECTU_WPD_ST_W4 Statistical Analysis Plan (SAP) Essentials
	
	

	ECTU_WPD_ST_W5 Statistical Analysis and Reporting
	
	

	ECTU_WPD_ST_W6 Randomisation System Description and Confirmation
	
	

	ECTU_SOP_TM_02 Agreements 
	
	

	ECTU_SOP_TM_03 Obtaining Approvals
	
	

	ECTU_SOP_TM_08 Preparing for a Trial Steering Committee Meeting
	
	

	ECTU_SOP_TM_09 Planning for a Participant Withdrawal or Change of Status
	
	

	ECTU_SOP_TM_12 Preparing for a Data Monitoring Committee Meeting
	
	

	ECTU_SOP_TM_14 End of Trial Notification and Trial Close-Out
	
	

	ECTU_WPD_TM_W2 Archiving of Essential Study Documents
	
	

	ECTU Central Office POL01  ECTU Social Media Policy
	
	

	ECTU Central Office POL02 - Publication and Acknowledgement Policy
	
	

	ECTU Central Office POL03-Staff Induction and Training Policy 
	
	

	ECTU Central Office POL04 - BYOD-Data Security Compliance when Accessing ECTU Workspaces from Personal Devices
	
	

	ACCORD CR001 - Establishing and Maintaining Investigator Site Files, Trial Master Files and Sponsor Files
	
	

	ACCORD CR003 - Suspected Serious Breaches
	
	

	ACCORD CR007- Study Documents
	
	

	ACCORD CR011 - Clinical Study Report Preparation (CTIMP)
	
	

	ACCORD CR013 - CRF Design and Implementation
	
	

	ACCORD CR014 - Suspected Research Misconduct
	
	

	ACCORD CR015 - Data Monitoring Committee and Trial Steering Committee Charters
	
	

	ACCORD CR016 - Dose Progression and Stopping Rules
	
	

	ACCORD GS012 - Advanced Therapy and Gene Modification Safety Committee Approval for Research
	
	

	ACCORD QA008 - Document Version Control
	
	

	ACCORD POL001 - GCP and SOP Training
	
	

	ACCORD POL003 - Data Protection and Confidentiality
	
	

	ACCORD POL008 – Co-enrolment
	
	

	ACCORD POL009 - Pandemic Contingency Planning Policy
	
	

	ACCORD POL011 -Promoting Equality, Diversity and Inclusion in Health-Related Research Studies
	
	

	ACCORD POL012 - Data Management Policy

	
	


*Confirms as read and understood.

This form should be completed with the version read and signed and dated on the date read by the new member of staff as confirmation that SOPs have been read and understood. 

Those SOPs highlighted in bold text should be read within the first 2 weeks of employment, all other SOPs should be read within 3 months of start date.

The individual’s supervisor should ensure that the appropriate SOPs are read in a timely manner.

The form should be retained in the individual training record, section 8.
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	Document History

	Version No.
	Effective Date
	Summary of Revisions

	1.0
	11 Mar 2020
	Initial creation

	2.0
	05 May 2020
	Updated to include ACCORD POL009

	3.0
	14 Oct 2020
	Updated to include ECTU_SOP_DM_04, ECTU_SOP_DM_05, ECTU_WPD_DM_W2, ECTU_SOP_OP_15, ECTU_SOP_TM_02- ECTU_SOP_TM_04, ECTU_SOP_TM_08, ECTU_SOP_TM_09, ECTU_SOP_TM_12- ECTU_SOP_TM_14, ECTU_SOP_TM_16 and Document History.

	4.0
	02 Dec 2020
	Updated to remove ECTU_ WPD_AD_ W1 Creating and Maintaining a Staff Training Record, as this is obsolete since the issue of SOP_AD _01 v4.0. Addition of ECTU Central Office POL01 ECTU Social Media Policy and ECTU Publication Policy.

	5.0
	23 Jun 2021
	Updated to include updated SOP name for ECTU Central Office POL02 - Publication and acknowledgement policy. ECTU_SOP_OP_17 Review of External Reports added and ECTU_SOP_TM_16 Review of External Reports removed.

	6.0
	26 Jan 2022
	Updated to remove ECTU_SOP_TM_04 Publication and Dissemination of Trial Results and include ECTU_QA_01 QA Management of ECTU Controlled Standard Operating Procedures (SOPs), Working Practice Documents (WPDs) and Polices and their Periodic Review

	7.0
	06 May 2022
	Updated to add ECTU Central Office POL03- Staff induction and Training Policy, ACCORD POL011 -Promoting Equality, Diversity and Inclusion in Health-Related Research Studies and ACCORD POL012 -
Data Management Policy.

	8.0
	24 Oct 2022
	Updated to include ACCORD GS012 Advanced Therapy and Gene Modification Safety Committee Approval for Research.

	9.0
	03 Jun 2024
	Removed ECTU_SOP_TM_13 Applying for and implementing trial extensions
Included ECTU_SOP_OP_18 Applying for Project Extensions,
ECTU_SOP_OP_19 File and Email Access for External and Non-Substantive ECTU Staff,
ECTU_SOP_OP_20 Requests to Lock and Unlock a Study Database,
ECTU_SOP_OP_21 Project Closure Planning,
ACCORD POL008 Co-enrolment

	10.0
	08 Jul 2024
	Updated to include ECTU Central Office POL04 - BYOD-Data Security Compliance when Accessing ECTU Workspaces from Personal Devices
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