
Appendix 3 Case report forms

CONtrol of Faecal Incontinence using Distal NeuromodulaTion (CONFIDeNT) 

CRF 1 – Eligibility Criteria  
Inclusion Criteria Yes No 

Faecal incontinence sufficiently severe enough to warrant intervention   

Failure of appropriate conservative therapies   

Age ≥18    
N.B. Appropriate specialist investigations including structural and functional anorectal assessment would be informative, although not mandatory. 

If any of the above criteria are answered NO the participant is not eligible for the study. If the participant is 

excluded from the study, complete the Screening Log to explain why. 

Exclusion Criteria Yes No 

Inability to provide informed consent for the research study   

Inability to fill in the detailed bowel diaries required for outcome assessments (this will exclude 

participants who do not speak / read English) 

  

Neurological diseases, such as diabetic neuropathy, multiple sclerosis and Parkinson's disease 

(any participant with painful peripheral neuropathy) 

  

Anatomical limitations that would prevent successful placement of needle electrode   

Other medical conditions precluding stimulation: e.g. bleeding disorders, certain cardiac 

pacemakers, peripheral vascular disease or ulcer, lower leg cellulitis 
  

Congenital anorectal anomalies or absence of native rectum due to surgery    

A cloacal defect   

Present evidence of external full thickness rectal prolapse   

Previous rectal surgery (rectopexy/resection)< 12 months ago (24 months for cancer)   

Stoma in situ   

Chronic bowel diseases such as inflammatory bowel disease leading to chronic uncontrolled 

diarrhoea 

  

Pregnancy or intention to become pregnant*   

Previous experience of SNS or PTNS   
*If a female participant is of child bearing potential (e.g. pre-menopausal) this includes a discussion regarding appropriate forms of contraception, 

and the avoidance of becoming pregnant during the trial. If a participant does become pregnant during the trial, they must report this immediately to 

the research staff. 

For females of child bearing potential at screening, please perform urinary pregnancy test.  

Result: POSITIVE / NEGATIVE (PLEASE CIRCLE) 

If any of the above criteria are answered YES the participant is not eligible for the study. If the participant is 

excluded from the study, complete the Screening Log to explain why. 

DECLARATION: I have reviewed this Case Report Form and confirm that, to the best of my knowledge, it 

accurately reflects the study information obtained for this participant. 

STORE IN PARTICIPANTS CRF FOLDER 
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I CONFIRM THAT THIS PARTICIPANT HAS COMPLETED THE TRIAL IN ACCORDANCE WITH 
THE APPROVED PROTOCOL, REC CONDITIONS OF APPROVAL AND IN LINE WITH GOOD 
CLINICAL PRACTICE GUIDELINES. 
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