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[bookmark: _Toc525446010][bookmark: _Toc497230465]purpose AND SCOPE
[bookmark: _Toc525446011]The <name of study/ institute / building/ RTB > is a resource for researchers studying <brief description of study area>. 
[bookmark: _Toc497230467]The collection <insert collection name> is registered under Human Tissue Authority (HTA) licence 12217 and as such complies with the requirements of the Human Tissue Act 2004 (HT Act), the HTA Codes of Practice and Standards for ResearchE1, the consent under which the samples were obtained (where relevant) and the core procedures in place for licence 12217. 
The purpose of this Standard Operating Procedure (SOP) is to provide instructions and procedures which must be followed in response to any event which may have an adverse influence on data entry and data management in the <name of study/ institute / building/ RTB > collections in order to overcome that event.
The information contained in this SOP must be in accordance with information given in core procedures for HTA licence 12217, particularly the core SOP on Adverse Event Reporting and Impact Assessment (HTA003)I1.
This SOP applies to all <name of study/ institute / building/ RTB > personnel involved in data entry and data management.
It is the responsibility of the <Chief Investigator/University Principal Investigator or delegated personnel> to ensure that SOPs exist for <name of study/ institute / building/ RTB > tasks related to data management.
It is the responsibility of the <CI/PI> to maintain oversight of all tasks which they have delegated.
It is the responsibility of all <name of study/ institute / building/ RTB > personnel to follow the SOP for each procedure.
It is the responsibility of the <CI/PI or delegated personnel> to ensure compliance of personnel and to ensure that only authorised and trained individuals perform study-specific tasks using controlled SOPs. 
It is the responsibility of all <name of study/ institute / building/ RTB > personnel to inform the <CI/PI or delegated personnel > so that an Adverse Event formI2 is submitted to the Human Tissue Governance Team (HTGT) and Designated Individual (DI) in accordance with core SOP HTA003I1 when applicable.
It is the responsibility of the <CI/PI or delegated personnel > to identify any appropriate corrective and preventative measures and implement these measures within an accepted timeframe.
[bookmark: _Toc497230043][bookmark: _Toc497230475][bookmark: _Toc497230044][bookmark: _Toc497230476][bookmark: _Toc497230045][bookmark: _Toc497230477][bookmark: _Toc497230047][bookmark: _Toc497230479][bookmark: _Toc497230048][bookmark: _Toc497230480][bookmark: _Toc497230049][bookmark: _Toc497230481][bookmark: _Toc497230050][bookmark: _Toc497230482][bookmark: _Toc497230051][bookmark: _Toc497230483][bookmark: _Toc497230052][bookmark: _Toc497230484][bookmark: _Toc497230053][bookmark: _Toc497230485][bookmark: _Toc497230054][bookmark: _Toc497230486][bookmark: _Toc497230055][bookmark: _Toc497230487][bookmark: _Toc497230056][bookmark: _Toc497230488][bookmark: _Toc497230057][bookmark: _Toc497230489][bookmark: _Toc497230058][bookmark: _Toc497230490][bookmark: _Toc497230059][bookmark: _Toc497230491][bookmark: _Toc497230060][bookmark: _Toc497230492][bookmark: _Toc497230061][bookmark: _Toc497230493][bookmark: _Toc497230062][bookmark: _Toc497230494][bookmark: _Toc497230063][bookmark: _Toc497230495][bookmark: _Toc497230064][bookmark: _Toc497230496][bookmark: _Toc497230065][bookmark: _Toc497230497][bookmark: _Toc497230066][bookmark: _Toc497230498][bookmark: _Toc497230067][bookmark: _Toc497230499][bookmark: _Toc497230068][bookmark: _Toc497230500][bookmark: _Toc497230069][bookmark: _Toc497230501][bookmark: _Toc497230070][bookmark: _Toc497230502][bookmark: _Toc497230071][bookmark: _Toc497230503][bookmark: _Toc497230072][bookmark: _Toc497230504][bookmark: _Toc497230080][bookmark: _Toc497230512][bookmark: _Toc497230513]PROCEDURE: Data CONTINGENCY PLAN
Computer failure or loss
Secure Network Drives <insert details of the secure drives used> should be used to store records and data associated with human material collections. 
All records and/or data pertaining to human participants and human samples must be appropriately backed up to prevent loss in the event of computer failure (e.g. electrical, fire, flood etc.) <insert details of back up provisions>.
Any loss of data or records pertaining to human participants or samples stored under licence 12217 must be reported following procedures described in core SOP HTA003I1 and using the core adverse event form HTA_FRM003I2.
Server access
Data and records pertaining to <insert name of study, sample collection or RTB> are stored on <insert details of University or OUHFT server(s) where sample tracking databases / records / consent records are saved>.
If there is a problem with the University of Oxford or Oxford University Hospitals NHS Foundation Trust’s servers that affects access to the drives providing access to sample tracking databases, then the appropriate service desk should be contacted <insert details of IT service desk to be contacted and contact details>.
The <CI/PI or delegated personnel> must be informed that the database cannot be accessed.
If there are samples to be processed whilst the database cannot be accessed then the following details (but not limited to these) should be recorded in a laboratory book:
Date
Sample number
Sample type
Number of aliquots created (if appropriate)
Storage location of samples/aliquots
The samples can be processed as per the usual procedure.
Once the appropriate servers are back online, then the database can be updated with the sample details recorded in the laboratory book and the records in the laboratory book signed off and dated.
The <specify University or OUHFT> servers are backed up <insert frequency of back-up> but the database should be reviewed through a process of internal audit to ensure no data is missing. In accordance with the core SOP ‘Quarantine, registration and audit’I3
Any loss of data or records pertaining to human participants or samples stored under licence 12217 must be reported following procedures described in core SOP HTA003I1.
[bookmark: _Toc53202747][bookmark: _Toc497230667]internal and external references
[bookmark: _Toc497230668]Internal References
I1 Core SOP on Adverse Event Reporting and Impact Assessment HTA003: accessible from the HTA Licence 12217 Core documents tab at https://researchsupport.admin.ox.ac.uk/governance/human-tissue/resources 
I2 Core Adverse Event form HTA_FRM003: accessible from the HTA Licence 12217 Core documents tab at https://researchsupport.admin.ox.ac.uk/governance/human-tissue/resources 
I3 Core SOP on Quarantine, registration and audit HTA006: accessible from the HTA Licence 12217 Core documents tab at https://researchsupport.admin.ox.ac.uk/governance/human-tissue/resources 
[bookmark: _Toc497230237][bookmark: _Toc497230669][bookmark: _Toc497230238][bookmark: _Toc497230670][bookmark: _Toc497230671]External References
E1 HTA Standards for the Research sector: https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%20Guidance.pdf 



