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RSA-PACE
RSA-PACE Data Collection Work instructions
Baseline Visit
1. Obtain patient consent
2. Collect patient history, height, weight, etc
3. Measure BPx3
4. Uscom - create patient Uscom record. Enter BP into Uscom. Measure Uscom x3. 
5. RSA - collect 3 mins ECG recording.
6. Handgrip - measure maximum voluntary contraction (MVC) x4 (1 min rest in between). Ten minutes rest. x4. Conduct 30% MVC recovery assessment.
7. Hand grip - conduct 30% MVC recovery assessment (2 mins hold, 5 mins post-release). Patient assesses Borg breathlessness.
8. Collect additional blood samples, if required.
9. Collect blood test results from patient records
10. Collect echo parameters from patient records (check if patient needs study echo)
11. Determine eligibility (may need to wait for echo results)
12. File documentation. Send GP letter. Complete patient notes.
Pacing Day 1 / Randomisation
1. Check patient consent
2. Collect CABG data
3. Check patient is fit to continue
4. Check for AEs
5. Collect BPx3. Enter BP into Uscom. Measure Uscom x3, before pacing.
6. RSA - collect 3 mins ECG recording.
7. Check respiratory signal.
8. Conduct randomisation and determine allocation
9. Check for heart block (pace at 120bpm for 30s)
10. Set pacemaker median rate. Collect pacemaker variables
11. Measure BP x3. Enter BP into Uscom. Measure Uscom x3, while pacemaker is on. 
12. Check HR & variation is as expected.
13. Collect blood test results from notes.
Evening – Record %RSA. Check HR. Set pacemaker median rate. Collect pacemaker variables. 
Pacing Day 2
1. Check patient consent
2. Record %RSA.
3. Turn off pacemaker
4. Check nasal tubing & comfort
5. Check for AEs since last visit
6. Measure BP x3. Enter BP into Uscom. Measure Uscom x3, whilst pacemaker is off. 
7. Check for heart block (pace at 120bpm for 30s)
8. Set pacemaker median rate. Collect pacemaker variables. 
9. Measure BP x3. Enter BP into Uscom. Measure Uscom x3, while pacemaker is on. 
10. Check HR & variation is as expected.
Evening – Record %RSA. Check HR. Set pacemaker median rate. Collect pacemaker variables.
Pacing Day 3 
1. Check patient consent
2. Record %RSA.
3. Turn off pacemaker
4. Check nasal tubing & comfort
5. Check for AEs since last visit
6. Measure HR without pacing (from continuous monitoring)
7. Check for heart block (pace at 120bpm for 30s)
8. Set pacemaker median rate. Collect pacemaker variables. 
Evening – Record %RSA. Check HR. Set pacemaker median rate. Collect pacemaker variables
Pacing Day 4
1. Check patient consent
2. Record %RSA.
3. Turn off pacemaker
4. Check nasal tubing & comfort
5. Check for AEs since last visit
6. Measure BPx3. Enter BP into Uscom. Measure Uscom x3 whilst pacemaker is off. 
7. Check for heart block (pace at 120bpm for 30s)
8. Set pacemaker median rate. Collect pacemaker variables.
9. Measure BPx3. Enter BP into Uscom. Measure Uscom x3, while pacemaker is on.
10. Turn off pacemaker.
11. [bookmark: _Hlk207626149]Handgrip – measure MVC x 4 (1 min rest in between); 10 mins rest
12. Handgrip - conduct 30% MVC recovery assessment (2 mins hold, 5 mins post-release). Patient assesses Borg breathlessness.
13. Wait for HR to return to pre-exercise and turn pacemaker back on
Evening – Record %RSA. Check consent & AEs. Check HR. Set pacemaker median rate. Collect pacemaker variables

Pacing Days 5 and 6 are the same as for PD3 and PD2. After PD6 use the odd/even continuation CRFs and add the pacing day number. 

Lead Removal
1. Check patient consent
2. Record %RSA.
3. Turn off pacemaker
4. Check nasal tubing & comfort
5. Check for AEs since last visit
6. If patient has not already had Uscom and BP measurements this day, collect the following:
a. Measure BPx3, Enter BP into Uscom. Measure Uscom x3, while pacemaker is off.
b. Check for heart block (pace at 120bpm for 30s)
c. RSA - collect 3 mins ECG recording.
d. Set pacemaker median rate. Collect pacemaker variables.
e. Measure BPx3. Enter BP into Uscom. Measure Uscom x3 while pacemaker is on.
f. Turn off pacemaker 
7. If RSA has not already been measured today, collect 3 mins ECG recording.
8. Handgrip – measure MVC x4 (1 min rest in between); 10 mins rest
9. Handgrip - conduct 30% MVC recovery assessment (2 mins hold, 5 mins post-release). Patient assesses Borg breathlessness.
10. Collect blood sample for NT-proBNP test, if required.
11. Surgeon removes lead. Record any removal issues and consider AE reporting.
12. Collect blood test results from notes
13. Conduct limited echo. Record variables
14. Book Post Pacing Visit date
15. Ensure data is exported (Uscom, ECG, Ceryx units) and uploaded to database where appropriate.
Post Pacing
1. Check patient consent
2. Check for AEs since last visit
3. Measure BPx3. Enter BP into Uscom. Measure Uscom x3.
4. RSA - collect 3 mins ECG recording
5. If visit is at hospital, also:
a. Take samples for blood tests. 
b. Conduct limited echo. If no Uscom, measure echo VTI x3.
c. Handgrip – measure MVC x 4 (1 min rest in between); 10 mins rest
d. Handgrip – conduct 30% MVC recovery assessment (2 mins hold, 5 mins post-release). Patient assesses Borg breathlessness.
6. Ensure data is exported and uploaded to database (Uscom, ECG).

30-day Follow-up
1. Check patient is still alive.
2. Check patient consent
3. Check for AEs since last visit
4. Ask about healthcare consultations, particularly unscheduled ones (GP, nurse, online/phone, A&E/ER).
5. Ask about any unexpected cardiac symptoms.
6. Check medical notes for attendances and follow-ups.
7. Determine length of stay at different care levels.
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