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R&D/T50 – Remote Source Data Verification (SDV) Agreement

Remote Source Data Verification (SDV) Agreement
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
	SOP Reference:
	R&D/T50

	Version Number:
	1.0

	Author:
	Monica Haritakis

	Implementation date of current version:
	27th January 2023


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


	
	Approval Date:
	31st January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Approval Date:
	30th January 2023


	This SOP will normally be reviewed at least 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
	Reviewer
	Details of significant changes

	1.0
	27th January 2023
	Monica Haritakis
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Remote source data verification (SDV) agreement for clinical research Monitors/ Associates/ Inspectors external to the York and Scarborough Teaching Hospitals NHS Foundation Trust.
This Agreement is entered into on: ………. between the York and Scarborough Teaching Hospitals NHS Foundation Trust as a research Investigator Site for the following clinical research study:

Study short title & IRAS number:

Title:
IRAS: 

and the study Sponsor representative:

 User – name & job title:

Name & address of the employing organisation:

Legitimate access to the York and Scarborough Teaching Hospitals NHS Foundation Trust Health Records is defined by having a business requirement in the line of your duties to access the relevant health records. For clinical staff this means being involved in the patient’s clinical care. 

Remote source data verification (SDV) must be agreed with the Research QA Manager. SDV is to be minimised and done ONLY on critical data during (for example: consent for participants not previously monitored, eligibility data, safety data, IMP dosing and accountability data)

TERMS OF ACCESS

Information, including protected patient-identifiable clinical and demographic information, accessed and/or retrieved from the health record systems, is intended only for the review and/or use of the authorised user for legitimate clinical research needs. Access and/or retrieval of information from the Trust health records for any other purpose is expressly prohibited. 

AGREEMENTS AND CONDITIONS OF ACCESS AND USE

In consideration for use of the Trust Health Record Systems, User agrees to the following terms and conditions: 

A. To access protected patient-identifiable clinical and demographic information only for the legitimate purpose of clinical research as outlined in the relevant Clinical Trial Agreement; for non- treatment purposes, users will access the minimum amount of information needed as specified within patient consent as approved by an Ethics Committee, or, where appropriate approval under Section 251 (access to medical records without patient consent) has been given by the Health Research Authority (HRA). 
B. To not share or give his/her authentication credentials (User ID or password) to any other individual, or to fail to take appropriate measures to safeguard his/her authentication credentials; 
C. To not use or disclose patient-identifiable clinical and demographic information other than as permitted in the patients’ Consent Form or as required by law (Data Protection Act 2018, General Data Protection Regulation (GDPR); the UK Medicines for Human Use (Clinical Trials) Regulations 2004 (as amended); the principles of Good Clinical Practice (GCP); and the principles of the Caldicott recommendations (HSC 1999/012)).
D. To use appropriate safeguards and practices to prevent use or disclosure of the patient-identifiable clinical and demographic information other than as provided for in this Agreement, including but not limited to the following: 
· User will not download or copy medical record documents to a computer or external device. 
· Source documents and electronic health records may be shown to the camera/or screen share functionality can be used when videoconferencing is utilised, but recording MUST NOT take place. Taking a screenshot is also NOT allowed. Video connections should be secure with end-to-end encryption.

· Encrypted emails can be used for sharing pseudonymised copies of source data documents (redacted and replaced by a study identifier). Redacted documents will be kept in the ISF/or e-ISF including the date when they were used for remote SDV.

E. To promptly report to the York and Scarborough Teaching Hospitals NHS Foundation Trust R&D Unit any use or disclosure of patient-identifiable clinical and demographic information of which he/she becomes aware which would violate the terms of this Agreement; 
F. To comply with all applicable laws and regulations which protect the confidentiality of patient identifiable clinical and demographic information;
G. To not act or fail to act in a way that would cause the York and Scarborough Teaching Hospitals NHS Foundation Trust to be noncompliant with applicable laws or regulations which protect the confidentiality of protected patient identifiable clinical and demographic information; 
H. To promptly notify the York and Scarborough Teaching Hospitals NHS Foundation Trust R&D Unit when changes occur in his/her practice or job duties which would eliminate or materially affect his/her status or stated justification for access to York and Scarborough Teaching Hospitals NHS Foundation Trust Health Records.
TERMINATION
The term of this Agreement is for the duration of the clinical research study (as specified on page 1) and as outlined in the relevant Clinical Trial Agreement, except that the York and Scarborough Teaching Hospitals NHS Foundation Trust R&D Unit has the right to immediately terminate this agreement and discontinue access to its health records at any time for any reason.

INDEMNIFICATION

User shall be responsible for any breach of this agreement, whether by User or by User’s representatives, or employees. User shall defend, indemnify, and hold the York and Scarborough Teaching Hospitals NHS Foundation Trust harmless from all damages, costs, expenses and fees (including attorneys’ fees) resulting from such breach.

INFORMATION GOVERNANCE (IG)

The IG Team must be consulted with about any issues relating to the governance of any person-based/ person-identifiable information held in the Trust Health Records and its usage.  The IG Team will assist in the implementation and monitoring of this Agreement and must be consulted prior to any changes being made.

RESEARCH & DEVELOPMENT (R&D)
The Head of the R&D Unit is responsible for ensuring that their staff adhere to the requirements of this Agreement and that any issues that arise from the implementation of this Agreement, or concerns about contraventions of the Agreement, are acted upon immediately.

USER:
Signature: …………………………………………………………………………...

Print Name: ………………………………………………………………………….
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