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	Item number       
	Item 
	Where located 

	
	
	  Primary 
	Other 

	
1.
	BRIEF NAME
Seizure First Aid Training For people with Epilepsy (SAFE) and significant others attending emergency departments: intervention development and pilot RCT
	
1a:  Protocol paper
	
N/A

	
2.
	
WHY
Rationale: Epilepsy, characterised by recurrent seizures, is a common long-term condition. PWE often make clinically unnecessary hospital ED visits. Visits can be inconvenient to patients, do not always lead to increased support and are costly for the NHS. Low self-management confidence is associated with many such visits. Offering PWE who make these visits and their SOs a self-management intervention to improve confidence and ability to manage seizures may result in fewer visits. As no such intervention exists, we developed and piloted one. 
Essential elements to the intervention: i) Intervention development: optimise content, delivery and behaviour change potential of the ESs existing course for PWE attending ED, and their SOs; ii) Evaluation: Evaluate developed intervention (SAFE) for implementation fidelity within the pilot RCT; iii) Micro-costing: Analyse cost of implementing the SAFE programme.
	
2a:  Development paper
	









	3.







	WHAT
Materials: Comprised learning materials related to diagnosis; seizure causes, types and triggers; management, risk and when to call an ambulance; treatment, medication and side effects; and demonstrating the recovery position. This information was delivered with the aid of slides, a video, a quiz, three vignettes and participant information packs. Participants were able to review and ‘take away’ a variety of booklets and leaflets around the topic of living with epilepsy provided by ES and were provided with the ESs web address to enable them to access this literature at a later date should they so wish.
	
	
Epilepsy Society materials:
https://www.epilepsysociety.org.uk/epilepsy#.XS7teetKj3g ;


SAFE Website:
http://www.seizurefirstaid.org.uk/Intervention/ 


	
4.
	
PROCEDURES
Materials and resources used: Slide projector, flip-chart for writing notes and discussion points, video, information packs, including, wallet sized first aid instructions cards, paper Epilepsy ID Cards and instructions for IDs on the phone, the web address for copies of the course materials, the contact details of further information, Certificates of Attendance. Workbooks, pens and name badges were ready for participants on arrival.
Procedures and activities: These elements are described in detail within the Trainer’s Manual and in the table: Content of original course and revisions made to it in light of feedback (see 2a: Supplementary File 2).
	
2a: Development paper 
	

SAFE Website:
http://www.seizurefirstaid.org.uk/Intervention/ 

NIHR SAFE Report supplementary material 1: Trainers Manual;

2a: Supplementary File 2;

	5.


	WHO PROVIDED
The course was delivered by a single educational facilitator from the ES who was an epilepsy nurse specialist with experience of delivering the original version of the course. Their training in delivering the revised intervention (SAFE) consisted familiarising themselves with the new materials, delivering 2 practice courses with participants outside of the trial, and receiving feedback from the course development team. Ongoing self-assessment, with the use of a trainers' manual, promoted consistency in delivery.
	
N/A
	
NIHR SAFE Report supplementary material 1: Trainers Manual


	
6.
	HOW
The intervention was conducted face-to-face in a group setting of up to 20 participants (PWE/SO dyads; PWE were able to attend without a SO but SOs were not able to attend alone). The size of the group was considered appropriate to facilitate the active demonstrations and the participatory elements of the course as well as to encourage participant discussion. To facilitate group interaction, chairs were arranged in a semicircle. An administrator was present at each course to support its running. 
	
N/A
	
N/A

	7.
	WHERE
The intervention course was delivered within the education centre of a local teaching hospital. It was chosen as its location was accessible and limited the distance that participants needed to travel (i.e., it was near a major transport hub and centrally located), familiar to the patients and it had access to ED services, if required.  
	
N/A
	
N/A

	8.
	WHEN and HOW MUCH
The intervention was delivered across a single, 4 hour session. Participants were given the choice to attend either an AM or PM session and were offered an alternative date if required. Over the course of the project 11 SAFE intervention courses were run. Two were run to inform intervention design, 7 were run for participants in trial intervention arm, and 2 were run for control arm participants as a recruitment and retention mechanism.
The cost of delivering the intervention: The micro-costing adopted the perspective of an academic non-profit making institution and was conducted in three steps. i) Identification of resources: work and resources required for each of the SAFE courses, classified as fixed or variable; ii) Measurement: staff and travel time and costs and other costs; iii) Valuation: A monetary value was attached to the quantities of resources used that were measured in Step ii. Data were collected from the 4 members of staff key to development and delivery of the intervention with all data collection forms being complete, and with no missing data. Unit costs were successfully obtained for all resources
Delivering SAFE for PWE who attend ED and their SOs is estimated to cost £194 per patient (with or without a SO) - and it is plausible that this could be delivered for as low as £152 per session.  The main cost contributors are staff costs and associated travel expenses and office costs.  The annual fixed cost of setting-up and running the intervention is £1,122 (+£20.40 per delegate, based on 55/year).
	
N/A
	
NIHR SAFE Report – Chapter 7 – Economic Evaluation

	
9.
	TAILORING
The intervention was tailored to offer PWE who frequently attend ED and their SOs a self-management intervention to improve their confidence and competence to manage seizures. However, pprogression through the session was also responsive to participants’ expectations.  Expectations were determined by the facilitator who asked each participant to state their name, whether they had epilepsy themselves or knew someone who did, and to tell the group what they would like to get from the training session. Once the facilitator established participant expectations these were noted down on a flip chart.  The facilitator confirmed whether they would be met during the session to some extent, and then related back to the flip chart of participant expectations at the end of the training session to establish if PWE/SO’s needed directing elsewhere for further information.
	
N/A
	
N/A

	
10.
	
MODIFICATIONS
To identify the changes required we utilised a collaborative framework, underpinned by a philosophy of experience-based co-design (EBCD) [35]. EBCD is an approach to improving healthcare services that combines participatory and user experience design and processes to bring about quality improvements in healthcareIt enabled professionals, patients and carers to reflect on their experience of a service/intervention, identify improvement priorities, and devise and implement changes. Intervention development comprised three iterative stages (see 2a, Figure 1): (i) Qualitative interviews with health professionals about the existing itervention; (ii) optimisation of it’s behaviour change potential; and, (iii) FGD with service users as a coordinated strategy to use patient feedback to improve the intervention and evaluate subsequent changes. The process was overseen by an IDP. The IDP included a psychologist, neurologist, patient and carer representatives, a medical sociologist, a research nurse with specialist qualitative research training, and a representative from the ESs training division
	
2a: development paper
	
(see 2a, Figure 1);






(see 2a: Table 1)










	11.
	ASSESSMENT OF INTERVENTION FIDELITY - HOW WELL
Planned: All 7 SAFE courses run for the intervention arm of the pilot RCT were audio-recorded and assessed for intervention fidelity. The facilitator was aware course recordings were to be rated.
	
11a: Intervention Fidelity paper
	

	12.

	Actual: Since SAFE is brief and because it is not known which of its components comprise its key active, behaviour changing ingredients, all parts of the intervention were evaluated for their fidelity. Overall, the results suggest the intervention was feasible and delivered as intended across the trial by the facilitator. Our results indicate the facilitator was able to achieve a high adherence to the treatment protocol, as well as permit extensive interaction. Across the courses, they spoke, on average, 55% of the time. These findings indicate that the estimates of the intervention’s effects that will be produced by the pilot RCT can be interpreted as accurate impressions of its benefits or otherwise.
	
11a: Intervention fidelity paper
	
11a, Supplementary File 1;

NIHR SAFE Report – Chapter 5 – Intervention Fidelity


Notes: 	ED = Emergency Department; ES = Epilepsy Society;  FGD = Focus Group Discussion; IDP = Intervention Development Panel; PWE = People with epilepsy; RCT = Randomised Control 	Trial; SAFE = Seizure First Aid Training For people with Epilepsy; SO = Significant other. 
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