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DoW  Description of Work  

RAAs Regional Anaesthesia Assistant System 
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1 Abstract 

This deliverable is about the protocol as central essential document of the study in line with 

the requirements of good clinical practice (GCP). The protocol is an operating manual which 

is mandatory for each member of the study team for the conduction of the study. Every 

deviation from the protocol during the performance of the study will be recorded as protocol 

deviation by the quality assurance unit. Changes that need to be done for technical, clinical 

or administrative reasons will result in an official amendment that have to be reviewed and 

approved by the relevant Ethics Committees. 

2 Introduction 

2.1 Context 

The protocols are created as independent documents and annexed to this report because 

they have to be submitted to the Ethics Committees in Belgium, Germany and Ireland. The 

approval process is independent from country to country and requires a separate submission 

in each participating country. This will result in an independent statement for every country. 

The protocol describes in detail aim of the study, the study population, study procedures, a 

benefit-risk-assessment and issues of data protection. 

Favorable opinion will be obtained prior study start and inclusion of study subjects. 

2.2 Objectives 

2.2.1 Deliverable description 

 As stated in the Description of Work, the deliverable D7.3 is described as follows: 

2.2.2 Milestone 

As stated in the Description of Work MS10 is about: 

The protocol were finalized and internally released within the consortium during the 

investigator`s meeting in December in Leuven. 

D7.3 Clinical Trial Protocol 
 
Precise Clinical Trial Protocols will be prepared for executing the clinical trials by the 
investigator. The Protocol will include all necessary information such as scientific 
rationale, potential risks and benefits, study objectives, outcome measures, study design, 
enrolment and withdrawal, inclusion and exclusion criteria, strategies for recruitment and 
retention, treatment procedures, study schedule, procedures and evaluations, 
assessment of safety, clinical monitoring, statistical consideration, source documents, 
quality control and assurance, ethics and data handling. 

MS10 - Clinical Trial Protocol (CTP) and Patient Informed Consent Form (ICF) released. 
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Milestone 10 is officially achieved with the signature of the protocols signed by the principal 

investigators and submission of the signed protocols and the informed consent forms. 

3 Deviations/Problems 

Not applicable 

4 Further work 

Not applicable 

5 Publication/Disseminations 

Not applicable 

6 Reference Documents 
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6.1 RASim Assessment tool, V01, 14-01-2016 
 

Metrics  and Errors  for  Single  Shot  Ultrasound -Guided  Femoral  Nerve Block  

 
Operator:     The person performing the block procedure     
 
Supervisor:                An experienced regional anaesthetist supervising the operator in block performance                                                      
 
Procedure  Start  Point:   The operator receives the patient into a block/anaesthetic room.                   
 
Procedure  End Point:    The completion of block clinical assessment.                                                      
 
The following  assumptions  are made:                                                                                        
 
1. The block will be performed in a secondary or tertiary hospital; 
2. Functioning piped oxygen and oxygen delivery devices are available; 
3. Full functional resuscitation equipment and medications are available and have been fully checked; 
4. A full clinical interview and assessment has been conducted with the patient; 
5. A plan for anaesthesia management has been discussed and informed consent for all procedures had been obtained; 
6. The operator will have procedural assistance from a fully trained peri-operative nurse or operating theatre assistant. 
 
Supervisor  Intervention:  
 
0 = Task performed without supervisor intervention 
1 = Trainee requests supervisor verbal intervention 
2 = Supervisor intervenes without trainee request 
3 = Supervisor physically intervenes and assists in partial completion of the task (hand back to trainee to complete the task) 
4 = Supervisor physically takes over and completes the task without handing back to the trainee. 
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Please read each metric of procedural performance carefully and indicate if the operator performed each task as described. If the supervisor intervened in the 
performance of this task, please score this intervention on a scale of 0 to 4 as outlined above. 

 

 Metrics  (Task and subtask)   Yes No Supervisor  Score  

A Initial  patient  interaction,  patient  comfort,  anxiolysis  

1 The operator engages the patient in conversation throughout the procedure, and explains procedural steps as they occur    

2 The operator performs a safe site surgery checklist confirming patient name, side and site of surgery and relevant clinical 
details 

   

3 The operator places an intravenous cannula, or checks and flushes with an existing intravenous cannula prior to 
commencing the block 

   

4 At a minimum, non-invasive monitoring (SaO2, ECG, NIBP) is attached and functioning prior to performing the block    

B Procedural  ergonomics,  equipment  & patient  positioning  

5 The operator deliberately positions and height adjusts items within the workspace so that the operator has a clear  and 
unobstructed  view  of the patient, patient monitor, ultrasound machine and block tray.  

   

6 The operator exposes the groin from the inguinal ligament to the proximal third of the thigh taking care not to expose the 
patientôs genitalia. 

   

C   Aseptic  Preparation   

7 The operatorôs arms are bare up to the elbow    
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 Metrics  (Task and subtask)   Yes No Supervisor  Score  

8 The operator decontaminates hands using chlorhexidine soap/ betadine soap with water or alcohol gel    

9 The operator wears sterile gloves during the aseptic preparation and block procedure    

10 The operator prepares block tray and equipment aseptically with assistance    

11 The operator and operatorôs assistant prepare a high frequency linear ultrasound probe:  
a. The probe is covered with a sterile sheath 
b. Sterile gel is applied to both the exterior and interior of the sheath  
c. The sheath is fixed with rubber bands to the probe  
d. All air is removed from between probe and sheath 

   

12 The operator prepares local anaesthetics solution aseptically with assistance    

13 The operator checks the name and expiry date of local anaesthetics to be used    

14 A 50 mm short bevel block needle is flushed with local anaesthetics    

15 The operator decontaminates the skin of all exposed area from inguinal ligament to proximal third of the thigh    

16 The operator uses sterile drapes to prevent contact between essential sterile equipment in use and non sterile area    

17 The operator fixes drapes in a fashion so as not to impede the movement of the scanning probe    

D   Ultrasonography  
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 Metrics  (Task and subtask)   Yes No Supervisor  Score  

18 The operator checks the sidedness of the probe by one or more of the following: 
- Touching the probe footprint with gloved finger or item such as needle cover 
- Places the probe on the patients thigh and lifts one side of the probe to generate an image artefact on the 

corresponding side of the screen 
- Places the probe on the patients thigh, moves the probe lengthways along the footprint and correlates the probe 

and image movement 

   

19 The operator places the sheath-covered linear probe on the anterior thigh below and parallel to the inguinal ligament    

20 The operator holds the probe in a tripod grip (the probe is grasped with the first three fingers of the hand, leaving the 4th 
finger, 5th finger and the ulnar border of the hand free to stabilize the probe) 

   

21 
The operator confirms the identity of the femoral artery by performing two of the following three discrete subtasks: 

1. Presence of visually identifiable pulsatile circular black structure 
2. The application of pressure via the ultrasound probe confirming a non-compressible or poorly compressible 

vascular structure 
3. Use Doppler function (colour-flow or colour-power) to identify pulsatile flow 

   

22 
The operator immobilizes the probe and scanning hand to provide a stable optimized image.    
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 Metrics  (Task and subtask)   Yes No Supervisor  Score  

23 
At  the end of  Ultrasonography  does  the  operator  acquire  an ultrasound  image  to  include  following  criteria?  

1. Target  structures  located  on opposite  side  of  screen  to  intended  needle  insertion  point  
2. Single  Femoral  artery   
3. Femoral  Nerve  
4. Iliopsoas  muscle  

   

24 
Does the operator verbally identify and point toward both the femoral nerve and femoral artery on the ultrasound screen?    

E   Needle Guidance  and Injectate  Placement   

25 The operator warns the patient that a sharp sensation is imminent and they will feel pain on skin puncture    

26 The operator advances a flushed 50mm block needle through skin immediately adjacent to the midpoint of the lateral 
border of the ultrasound probe 

   

27 
The operator only moves the needle forward when the needle tip and a portion of the distal needle shaft are visible    

28 
The operator moves the ultrasound probe (PART maneuver) to find the needle tip and distal portion of the needle shaft    

29 
The operator asks the patient to report pain and/or paraesthesia during injection    

30 
The operator or assistant aspirates the block needle using a syringe prior to injection of test dose    
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 Metrics  (Task and subtask)   Yes No Supervisor  Score  

31 
The operator uses a test dose of 0.5-1 ml of local anaesthetic to confirm needle tip and/or injectate location    

32 
Operator places full block dose if the injectate is visualised adjacent to and in contact with the nerve surface area 
following test dose placement 

   

33 
The operator administers sufficient injectate to contact a minimum 50% of the nerve circumference    

34 
The operator maintains the integrity of sterile field during all procedural steps    

F 
Block  Assessment     

35 
The operator assess motor power along the distribution of Femoral  nerve :  

a) The operator slightly flexes the patientôs hip and supports the patientôs flexed knee.  
b) The operator asks the patient to extend the knee on the blocked side 
c) The operator observes and palpates the limb for the presence of power in the nerve territory 
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 Metrics  (Task and subtask)   Yes No Supervisor  Score  

36 
The operator assess sensory function by testing pin prick and cold sensation using appropriate tools (blunted needle, ice, 
alcohol swab, ethyl chloride spray) along the distribution of: Femoral  nerve :  

a) The operator seeks the presence of cold sensation by applying an appropriate tool over the mid point of the 
upper border of the patella. 

b) The operator provides a reference cold sensation over the mid point of the upper border of the patella on the 
contralateral limb. 

c) The operator seeks the presence of pin prick sensation by applying an appropriate tool mid point of the upper 
border of the patella. 

d) The operator provides a reference pin prick sensation over the mid point of the upper border of the patella on 
the contralateral limb. 
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Errors  Associated  with  Single  Shot  Ultrasound -Guided  Femoral  Nerve Block   

                                                                               
Please indicate the video time stamp at which an error occurs 
 

 Errors  Yes Please enter  the time -stamp  at which  the error  
occurred  

 Initial  patient  interaction,  patient  comfort,  anxiolysis  

1 The operator fails to remove non-patient-related (or non-procedure-related) tasks, personnel and 
conversation from the anaesthesia/block room 

         

2 The operator does not communicate with the patient during the procedural steps          

3 The operator  does  not  attach  standard  monitoring  (SaO2, ECG, NIBP)          

4 The operator  fails  to  administer  supplemental  oxygen  in  the presence  of  hypoxia  (Sa02 < 
95%) 

         

5 The operator fails to administer supplemental oxygen with SaO2 < 95%          

 Procedural  ergonomics,  equipment  & patient  positioning  

6 The operator adopts an awkward posture during the block procedure (e.g. the operator rotates their 
body and reaches behind their back to pick an item off block tray) 

         

7 Operator persists to position the limb despite causing patientôs pain and discomfort          
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 Errors  Yes Please enter  the time -stamp  at which  the error  
occurred  

 Aseptic  Preparation  

8 Operator fails to remove personal apparel before hand decontamination          

9 Operator fails to dry the antiseptic preparation if still wet prior to needle insertion          

1
0 

Operator  fails  to  maintain  integrity  of  sterile  field  during  any stage  of  the procedure  without  
taking  corrective  action  

         

 Ultrasonography  

1
1 

The operator fails to orient probe sidedness with the screen and the patientôs surface anatomy          

1
2 

The operator fails to optimise the image by using PART manoeuvre.          

1
3 

The operator fails to obtain a final image consisting of a single femoral artery on the opposite side 
of the screen to the subsequent needle insertion point 

         

1
4 

The operator fails to obtain an image containing a single femoral artery          

1
5 

The operator fails to identify correctly the femoral nerve          

 Needle Guidance  and Injectate  Placement  

1
6 

The operator advances the block needle through skin at a location other than immediately adjacent 
to the midpoint of the lateral border of the ultrasound probe 
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 Errors  Yes Please enter  the time -stamp  at which  the error  
occurred  

1
7 

The operator fails to keep needle tip and distal part of needle shaft in view when the needle in 
forward motion 

         

1
8 

The operator makes multiple needle redirections without the needle tip being visible          

1
9 

The operator makes multiple skin punctures using the block needle          

2
0 

The operator does not ask the patient to report pain and parasthesia as they advance the needle          

2
1 

The operator does not aspirate the syringe prior to injection of test dose and/or block dose          

2
2 

The operator injects more than 1ml as a test dose          

2
3 

In placing the block dose, the operator does not place sufficient injectate to contact a minimum 50% 
of the nerve 

         

2
4 

The operator continues to inject or fails to reposition the needle despite ultrasonographic evidence 
of injectate moving away from the vicinity of the nerve 

         

2
5 

The operator  continues  forward  advancement  of  the needle  despite  the patient  reporting  
pain  and/or  parasthesia  

         

2
6 

The operator  continues  to  inject  despite  ultrasonographic  evidence  of  nerve  surface  area 
increasing  
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 Errors  Yes Please enter  the time -stamp  at which  the error  
occurred  

2
7 

The operator  continues  to  inject  more  than  the test  dose  of  local  anaesthetic  without  
ultrasonographic  evidence  of  injectate  spread  

         

2
8 

The operator  injects  local  anaesthetic  in  spite  of  the presence  of  blood  on syringe  aspiration           

2
9 

The operator  places  the block  needle  into  a nerve           

 Block  Assessment  

3
0 

Operator does not undertake complete block assessment          
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6.2 SOP RASim01_FilmingEquipment, V01, 01-12-2015 

Document History and Approval Page 

  

Title Using the Xiaomi action camera and app 

Version First Version, V01 

Date 01/12/2015 

Status Final 

Author Chris Burns, UCC 

Version control: changes will be tracked in the following modification history table. 

Version Date  Author/ Revisor Affected Section(s) 

1.0 01/12/2015 Chris Burns All 

    

    

This document contains confidential information. Any information concerning the clinical 

research activities of the RASimAs project which has not been specifically released to the 

general public should be treated confidentially. 
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6.2.1 Purpose 

The purpose of a Standard Operating Procedure (SOP) for SOPs is to provide uniformity and 

guidance in the process of writing, maintaining, and disseminating procedures in a consistent 

manner in accordance with the study protocol and all relevant internal and external quality 

standards.  

The purpose of this SOP is to describe the technical prerequisites that are required for 

filming and recording femoral nerve block procedures with a head-mounted camera within 

the RASim study in the RASimAs project. 

6.2.2 Scope and Responsibilities 

Please describe scope and responsibilities of this SOP. 

Table 1: Distribution of responsibilities. 

Role Description 

Principal Investigator ¶  

Sub-Investigator ¶  

Clinical Research Coordinator/ 

Study Nurse 

¶  

Study Project Manager ¶  

 ¶  

 ¶  

 ¶  

6.2.3  Tools & Equipments 

Xiaomi Yi action camera 

32GB Class 10 microSD card 

microUSB data cable 

microUSB wall-charger  

App for camera 

Android or iOS smartphone or tablet 

-Camera app ï search for ñXiaomi Yiò in relevant app stores 
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-For Android : 

(https://play.google.com/store/apps/details?id=com.xiaomi.xy.sportscamera&hl=en 

-Camera app for iPhone & iPad is listed under ñiPhone Onlyò in the Apple App Store, but will 

work on iPad : 

(https://itunes.apple.com/us/app/yi-action-yi-action-camera/id963065779?mt=8) 

6.2.4 Procedure 

Using the camera for the first time 

An English-language PDF for the camera can be downloaded from : 

http://www.teknopata.eus/wp-content/uploads/2015/07/yi-sport-camera-EN.pdf 

The camera includes a short USB cable which can be used for transferring data, but is 

probably not suitable for recharging the battery.  

After unpacking, install the battery and memory card as shown in the following images, then 

connect a microUSB phone charger. Charge the camera fully. An LED around the power 

button will glow red while recharging.  When fully charged, the red LED will switch off and the 

camera can be un-plugged.  The camera can also be charged via a USB port on a laptop or 

PC, but the charging time will be extremely slow compared to using a wall-charger. The 

camera will not record whilst charging.  Charging takes approximately 2 hours from empty. 

 

https://play.google.com/store/apps/details?id=com.xiaomi.xy.sportscamera&hl=en
http://www.teknopata.eus/wp-content/uploads/2015/07/yi-sport-camera-EN.pdf
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Installing the Camera app 

The camera has few controls and is mostly controlled by a smartphone/tablet app.  You will 

need to install this app on a compatible smartphone or tablet, and use this app to confirm the 

cameraôs view of the scenes being filmed.  The app is free, and can be found on the Android 

Play Store and Apple App store in the links described in the equipment section. 
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Connecting the app to the camera 

The camera and app communicate via WIFI (N.B. - not Bluetooth).   

 

Switch on the camera by pressing the power button on the front.  When the blue LED on the 

front stops flashing, press the WIFI connection button on the side, and hold it down until the 

WIFI indicator above it starts flashing.  They will both glow blue. 
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The camera is now broadcasting a WIFI hotspot which can be found in your phone or tabletôs 

WIFI connection screen : 

 

The WIFI network will be called ñYDXJ_ò followed by a sequence of numbers.  In the above 

screen, there are two such networks; the other YDXJ_ network is the other camera weôve 

used and whose network has been remembered.   
























































































































