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Summary 

One of the most commonly used strategies in the medical management of 
Crohn’s Disease is combination therapy of the anti-TNF drug infliximab with 
an immunosuppressant drug (like azathioprine, or methotrexate). Although 
combination therapy is highly effective in inducing remission, doctors and 
patients are aware of uncertainties and controversies in terms of safety and 
effectiveness with long-term use. In particular, unanswered questions surround 
drug cessation. 

SPARE aims to find the safest and most effective way for patients to discontinue 
their combination therapy once they are in stable remission.

Demographics

Summary

Respondents: 37

Male: 14

Female: 22

Crohn’s 36

UC 0

Unkown 1

Median Age 36.5

Mean Age 38.8

PPI themes and discussion

1.  Is the rationale for the study clear?
• Would help to have a research nurse to help if consultation unclear
• Fears that study is being motivated by cost-cutting (financial constraints)
• Feels like a big risk, considering how bad at diagnosis
• ?Patient preference model for de-escalation
• How will the drugs be reduced?
 - Withdraw gradually
 - Use calprotectin to monitor
 - Extend infliximab to 12 weekly
 - Treatment is reduced but carefully monitored



2. What concerns would you have in taking part in this study?

• Flaring when stopping the drugs
• Drug won’t be as good the second time
• Why would you want to stop a drug that works?
 - If in remission you have all the risks of the drugs but are not getting the 
benefits
• Safety profile of drugs is important (vedo is safer than anti-TNF and 

immunomodulators)
• Lack of familiarity with what the potential long term side effects are for 

some patients

3. What further in formation would be helpful in decision making?

• Frequency of monitoring 
• Need for confirmation that there won’t be any problems with funding if 

having to restart treatment

Other topics raised by group:

• Classification of remission
  - Varies on individuals
 - What degree of remission to aim for – feeling better, back to work?    
- However some people might not be well but are still working.  Important to 
use the patient reported outcomes, these depend on the individual
 - For some trials – endoscopic healing, healing on x-rays, normal bloods, 
faecal calprotectin
 - Context important.  In this trial – clinical well being is used.  Patient and 
clinician make the decision regarding remission.  Have MRI and colonoscopy 
to screen further.  If abnormality on colonoscopy pt and clinician reluctant to 
continue with the trial
• Type of flare
 - Not for perianal disease (intestinal CD only)


