
Appendix 17 Pacing discontinuation standard
operating procedure

1. The DMEC recommend that participants in the pacing arm stop pacing. 

2. All participants should remain to continue follow up until the last participant’s 

last visit (currently planned for mid-December 2014). 

3. On balance, it appears that pacing may be harmful to the study group that have 

had it implanted 

4. The group feel that it is unlikely that there will be any change in the data to 

suggest otherwise if the participants continued to pace. 

• Local study team to contact participants as soon as practicable by telephone/ 

home visit or clinic visit and inform them to stop pacing, using information 

contained in the Stop Pacing Letter to Patients (DP arm) V1 24Jun14.  If it is 

not possible to contact the participant via telephone, the letter should be posted 

or emailed.  

• The local study team should give the participants contact details of their 

emergency service so that if a deterioration is experienced on stopping pacing 

the participant knows who to contact 24 hours a day. There is a space on the 

letter to add your details. 

• The local study team should send to the patients GP: 

1) a copy of the “Stop Pacing Letter for Patients (DP arm)” V1 24Jun14  

2) a copy of the “Stop Pacing GP cover Letter” V1 24Jun14. 
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• The local study team should arrange to contact the patient by telephone/ home 

visit or clinic visit 24 hours and 1 week later following pacing cessation to 

review.  

• A discussion regarding patient’s wishes regarding wire removal should take 

place and the patient’s wishes be implemented.  

1. Disconnect device. Return Pacing unit. Internal and external wires left in situ. 

2. Disconnect device. Return pacing unit. Internal wires cut as leave body. 

3. Disconnect device. Return pacing unit. Wires pulled out under local 

anaesthetic. 

• Local study teams to contact participants via telephone/home visit/ clinic visit 

and give/send Stop Pacing (NIV arm) letter. 

• No action is required until full study results are available 

• Please record any change in condition due to stopping pacing as an adverse 

event and link to pacing withdrawal in the CRF 
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· Please complete Appendix 1 DP participant discontinuation checklist 

Date advice from DMEC to discontinue DP discussed 
 

  DATE: 

Option for pacing discontinuation chosen  
 

(mark appropriate box 
with X) 

1. Disconnect device. Return Pacing unit. Internal and external wires 

left in situ 

 

2. Disconnect device. Return pacing unit. Internal wires cut as leave 

body. 

 
 
Date wires cut: 
 

3. Disconnect device. Return pacing unit. Wires pulled out under local 

anaesthetic. 

 
 
Date wires removed: 
 

Other: (please provide information where the participant has not wished to choose one of the options 
above, complications from withdrawal of DP or wire procedures etc.) 
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