
Application for Caldicott Guardian Approval


NOTE:  You must address the 6 Caldicott principles (Appendix A) when submitting this application.

1.  Study/project title
	Royal College of Emergency Medicine National Audit Project 8 in collaboration with the Royal College of Anaesthetists: 
Complications of Regional Anaesthesia




2. Please tick the type of study/project you are undertaking
	Audit   □      Research   □    Service Improvement       Other    □ X
If other, please provide further details:  
Service evaluation




3. Who is providing clinical support for the study/project 
(NB this should be someone such as a Clinical Director and be different from the person requesting the information).
	Name: 
Designation:  

Email Address or Telephone Number:




4.  Details of individual/organisation requesting data
	Name:  
Designation: 
Work/University Address: 
Contact Details:  




5.  Purpose for which data are to be used (Principle 1)
	
Background
The Royal College of Anaesthetists (RCoA) is the national governing body for anaesthetists in the UK.  The National Audit Projects (NAPs) of the Royal College of Anaesthetists Centre for Research and Improvement (RCoA CR&I) have an established role in examining clinically important, rare complications of anaesthesia that are incompletely studied and difficult to examine using traditional research methodologies. Over the past 20 years, the RCoA have produced seven seminal reports which have shaped practice and improved care. The 8th National Audit Project of the RCoA (NAP8) will study major complications of regional anaesthesia.  The Royal College of Emergency Medicine (RCEM) are collaborating with the RCoA to expand NAP 8 into the Emergency Departments to gather this valuable information on activity undertaken by Emergency Physicians.   For this project to be successful, and in keeping with previous NAPs, we will request contributions of data from patient care episodes from all health boards throughout the UK and Ireland.

Regional anaesthetic techniques involve numbing up an area of the body to provide anaesthesia for a surgical procedure or to provide pain relief and are increasingly used in anaesthetic practice. However, as with any procedure, complications may occur. These can range from injury to nerves resulting in a transient period of numbness or weakness, to permanent paralysis.  Many of these complications are extremely rare, making them difficult to study and quantify. Understanding risks associated with regional anaesthesia is vital so that clinicians can provide patients with accurate information about the incidence of nerve damage and other complications. Such information is essential to allow adequately informed, shared decision-making during the consent process. It is also essential to understand the epidemiology of complications to examine, report on and drive improvement in clinical practice.

Aims
The main aim of this NAP is to understand the epidemiology of major complications following regional anaesthesia (RA) and to determine how these affect patients. NAP8 will improve evidence-based practice and patient care regarding patient consent discussions for RA, and provide updated guidance for post-procedure follow-up and management of complications.

Primary Objective:
· To characterise the epidemiology of major complications after regional anaesthesia.

Secondary objectives: 
· To understand clinicians previous experiences of complications of regional anaesthesia and subsequent management, related training, the relevant facilities and pathways in the workplace should a complication occur.
· To understand departmental size, structure, and ability to deliver regional anaesthesia.
· To understand institutional preparedness and ability to manage complications of regional anaesthesia.
· To create a quantitative snapshot of activity in the UK and Ireland.
· To generate evidence-based recommendations for practice at national, hospital and individual levels surrounding seeking patient consent for RA, post-procedure follow-up, and management of any complications that arise.

Methods
NAP8 will follow the methodology of previously published NAPs and will consist of three pillars:
1. ‘Baseline Survey’ to assess current individual and institutional practices and experience of regional anaesthesia complications. An online survey to be completed by all UK & Irish Emergency Clinicians, including consultants, resident doctors, SAS doctors, to investigate previous experiences with complications of regional anaesthesia, related training and relevant facilities in their workplace. The survey will be sent to local NAP8 co-ordinators in each hospital and will be distributed to each individual clinician in that Emergency Department. A further online survey will be sent to every local NAP8 co-ordinator to be completed by that individual or a nominated deputy for that Emergency department. This survey will request additional summary data about department size, structure, and preparedness for management of complications of regional anaesthesia.
2. ‘Activity Survey’ to establish a quantitative snapshot of anaesthesia activity across the UK and Ireland, and also to report serious complications of RA (collection of clinical data: demographics, information relating to procedure and procedural complications. Duration is for one week, starting on a Monday, date tbc.The data from this one week activity survey is used to estimate annual UK ED regional anaesthetic activity.
3. A ‘Registry Phase’ to anonymously collect and evaluate all serious complications of RA over a 12-month period.  Using the annual case numbers extrapolated from the activity survey, the incidence of these rare complications can then be calculated. The data collected are observational and there is no intervention, no randomisation of patients and no change to standard patient care or treatment. Any such patient with an injury will be being followed up as part of standard care locally and there will be no additional intervention from the local team because of NAP8. This process will be securely managed by the webtool so that the RCoA team will have no way of identifying the patient, clinician or hospital. No patient, clinician nor site data will be collected

Data collection and storage
Data for the Baseline and Activity Surveys will be collected through a secure SmartSurvey application. The RCoA have a data processing agreement in place with SmartSurvey. SmartSurvey is a UK-based company which is GDPR compliant, ISO27001 and Cyber Essentials Plus certified, and has UK-based data storage. This includes procedures in place to prevent data from being read, copied, altered, or deleted by unauthorized parties during the transmission of data, including the use of firewalls and encryption. Data backups are also protected via encryption. The baseline survey collects no patient related information as this is a survey of individual anaesthetists practice and departmental policies.

The case registry data of complications will be stored on a secure web-based tool built by NewcastlePROMS. All collected data for the Case Registry will be anonymised (no patient details or the clinician entering data or the hospital where the complication occurred) and entered on NewcastlePROMS, a secure web-based tool. NewcastlePROMS is a UK-based GDPR compliant company which is Cyber Essentials certified. The webtool runs with TLS and SSL encryption and data entered is TDE encrypted with 256-bit bank grade encryption. Any Data is stored in UK-only data centres with multiple levels of web-based and physical protections, and data is backed up regularly to encrypted servers. 

The NAP8 team at the RCEM will control access to the tool, with security and confidentiality maintained through a registration process and the use of usernames and passwords. No identifiable patient,
clinician or hospital information will be recorded or stored, and only anonymised data will be received and analysed at the RCEM. 

The RCEM has established suitable physical, electronic and managerial procedures to safeguard and secure the information collected. Data used for analysis will be stored on a local network held within the RCEM. Access to this network is controlled by unique usernames and passwords, and multi-factor authentication. Furthermore, the data will be stored on parts of the network that are only accessible to the NAP8 project team. A secure area on the RCEM servers has been set up that only allows RCEM substantive employees and contracted employees of RCEM to access. Data stored on RCEM servers is backed up to the cloud by Harbor Solutions. The cloud platform enables data recovery in the event of loss or corruption. Harbor Solution have ISO 27001:2013 certification. 

The information gathered from patients will contribute to the wider UK National Audit of Practice run by the RCEM. The data collected are observational and there is no intervention, no randomisation of patients and no change to standard patient care or treatment.

NAP8 will generate a large, robust dataset to examine the performance of RA in the UK and Ireland comprehensively. It will provide answers to key questions which are of importance to patients, clinicians and policymakers, and direct future clinical practice.




6.  Which identifiable data items are required?  Please detail why these are required.  (Principles 2 and 3)
	PID Required
	
	Justification

	CHI Number

	N
	

	Forename

	N
	

	Surname

	N
	

	DOB

	N
	

	Age

	Y by strata
	To provide risk estimates according to age strata.

	Gender

	Y
	To provide subgroup analyses according to sex category.

	Address

	N
	


	Post code (full)

	N
	  


	Post code (partial)

	N
	

	Clinical data

	Y
	- Injury
- Type regional anaesthesia performed
- Level of seniority of the clinical team involved
- Timing of procedure (e.g. weekend vs weekday)
- Location of procedure in ED
- Conduct of regional anaesthesia
- Complications arising

To provide baseline information on complications arising according to type of injury and regional anaesthesia procedure. 


	Other (please specify)

	
	Patient demographics: 
- Age strata and sex as above
- Ethnic group to provide subgroup analyses by ethnic group
- Anti-coagulation

To provide information on complications arising according to patient characteristics.

Individual clinician and service level data (no patient related data):
- Type of hospital (e.g. paediatric hospital, tertiary referral hospital)
- Department size, structure, and existing local guidelines / protocols for management of complications of regional anaesthesia 
- Individual clinician previous experiences with complications of regional anaesthesia and related training 

To provide baseline information on existing infrastructure and practitioner knowledge.

Patient data from this board/trust  will be added to a wider dataset of patients from throughout the UK and Ireland. The health board in which a patient receives their care will not be recorded in the dataset and will not be known to the NAP8 project team.





7.  Who will have access to this information?  (Principle 4)
	Members of the RCEM NAP8 project team and steering panel.
All members of the project team and steering panel will have completed appropriate Information Governance training. 







8.  Storage and use of personal data during the audit/project (Principle 5)
	Will you be undertaking any of the following activities at any stage (including the identification of potential participants)?  Please tick all which are appropriate.

X    Access to health record (paper)
X    Access to health record (electronic)
X    Sharing of identifiable data with other organisations (provide further detail below)
X    Publication of data (if this could identify individuals provide further detail below)
□      Use of audio/visual recording devices
        Storage of personal identifiable data on any of the following:
□      Manual files, including x-rays
X      NHS computers
□      Home or other personal computers
□      University computer
□      Private company computer
□      Laptop computer (or any other mobile device)
□      USB flash drive


	Additional Information:

Access will be required to health records (paper and electronic), with the minimum data set obtained as detailed under section 6. Data will be anonymised with no individual subject identifiable information collected.  All staff involved in collecting patient data are part of the direct clinical care team. Those not part of the direct clinical care team (NAP8 project team and steering panel) will have access to anonymised patient data only.  Patient data from this board/trust will be added to a wider dataset of patients from throughout the UK. The health board in which a patient receives their care will not be recorded in the dataset, and will not be known to the NAP8 project team. 

For the 12-month case report registry, data will be uploaded via a secure web-based tool using SSL encryption. The NAP8 project team at the RCEM will control access to the tool, with security and confidentiality maintained through a registration process and the use of usernames and passwords. No identifiable patient, clinician or hospital information will be recorded or stored; only anonymised data will be received and analysed at the RCEM. The RCEM has established suitable physical, electronic and managerial procedures to safeguard and secure the information collected. The data will be held for 7-years and will be destroyed in accordance with the RCEM policies for destruction of data.  

The findings from this work will be highly relevant to a wide range of professionals.  Most importantly, this work will be of benefit to future patients. We will disseminate the findings to a wide clinical audience via our strong links with relevant professional bodies, via national reports and via publications in relevant journals. In keeping with previous NAP projects, the results of the project will be presented widely at a range of academic conferences, and will drive the production of future guidance on the conduct, monitoring, and follow-up of patients undergoing regional anaesthesia.







9.  Destruction of Data

	How long will the data be held? 
Seven years after end of data collection.


How will the data be destroyed? 
The data will be deleted from all devices, and all files related to it will be permanently deleted.  






10.  Please provide your organisation’s Data Protection Registration Number
(if external to NHSGGC)
	 
Royal College of Anaesthetists: Z5124693





Note:  
· Copies of any other relevant supporting documentation (e.g. ethics approval, patient information leaflet etc.) should be attached to this application.
· Appendix A details the Caldicott Principles.


Person responsible for the requested data:

Name:  

Designation:  


Signature:   ........................................................  Date: 




The release of data as described above is:  


Caldicott Guardian  ……		Date  …




											Appendix A
Caldicott Principles
							
Principle 1 – Justify the purpose(s)
Every proposed use or transfer of patient-identifiable information within or from an organisation should be clearly defined and scrutinised, with continuing uses regularly reviewed, by an appropriate guardian.

Principle 2 – Don't use patient-identifiable information unless it is absolutely necessary
Patient-identifiable information items should not be used unless there is no alternative.

Principle 3 – Use the minimum necessary patient-identifiable information
Where use of patient-identifiable information is considered to be essential, each individual item of information should be justified with the aim of reducing identifiability.

Principle 4 – Access to patient-identifiable information should be on a strict need-to-know basis
Only those individuals who need access to patient-identifiable information should have access to it and they should only have access to the information items that they need to see.

Principle 5 – Everyone should be aware of their responsibilities
Action should be taken to ensure that those handling patient-identifiable information – both clinical and non-clinical staff – are made fully aware of their responsibilities and obligations to respect patient confidentiality.

Principle 6 – Understand and comply with the law
Every use of patient-identifiable information must be lawful.  Someone in each organisation should be responsible for ensuring that the organisation complies with legal requirements.

Principle 7 – The duty to share information can be as important as the duty to protect patient confidentiality
Health and social care professionals should have the confidence to share information in the best interests of their patients within the framework set out by these principles.
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