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I. WHAT IS BEING STUDIED?   

1. Study Objective   To investigate the feasibility of non-
operative management of uncomplicated 
acute appendicitis in children  
 

2. Study Design 
 

Prospective nonrandomized clinical trial 
comparing non-operative management in 
children with acute appendicitis. Single 
center, Children’s Hospital Columbus OH.  

3. Inclusion Criteria  
Age 7-17yo; < 48 hrs. abdominal pain; 
WBC <18;  US or CT evidence of non-
ruptured acute appendicitis with appendicle 
diameter < 1.1cm without phlegmon, 
abscess, or fecalith; and evaluation by a 
surgeon confirming clinical suspicion of 
acute appendicitis 
 

4. Exclusion Criteria Positive pregnancy test, diffuse peritonitis 
on clinical exam; history of chronic 
intermittent abdominal pain 
 
 
 

5. Interventions Compared Non-operative management (24 hours of 
IV abx. followed by a 10-day course of oral 
abx.) of uncomplicated acute appendicitis 
vs urgent appendectomy 
 
 
 

6. Outcomes Evaluated  Primary: 30-day success rate of non-
operative management 
Secondary: disability days, missed school 
and parental work days, hospital LOS, and 
measures of quality of life and health care 
satisfaction using the Peds QL Inventory 
 
 



  II.    Are the results of the study valid  

1. Was the assignment of patients 
randomized?  
 
 

No. Families of eligible patients were 
counseled using a formal scripted 
document on each treatment option and 
allowed to choose either non-operative 
management or routine surgical 
management. To minimize the inevitable 
selection bias, all children meeting 
inclusion criteria were evaluated by 1 of 3 
trained physicians to establish eligibility 
and perform trial enrollment. 

2. Was randomization concealed (blinded)? 
 
 
 

N/A 

3. Were patients analyzed in the groups to 
which they were randomized? 
 
 

Yes. Regardless of findings (surgical 
patients who had non-surgical findings or 
non-operative patients who needed 
appendectomy) patients were analyzed in 
the groups that they were assigned, i.e. 
intention-to-treat analysis.  
 

4. Were patients in the treatment and 
control groups similar with respect to 
known prognostic factors? 
 
 

There were no significant differences in 
demographic characteristics, duration of 
pain, presenting symptoms, method of 
diagnosis, or WBC counts. There was a 
higher number of patients with perforation 
and gangrene in the surgical group, which 
may suggest a sicker cohort.  

III. Did experimental and control groups 
retain a similar prognosis after the study 
started (answer the questions posed 
below)? 

 

1. Were patients aware of group allocation? 
 
 

 
Yes, not blinded. Patients’ families were 
decision makers and one wonders how 
factors may have influenced their choice 
(i.e. how the clinician presented the options 
from the “scripted” text).  

2. Were clinicians aware of group 
allocation?  
 

 
Yes, not blinded. May predispose to 
performance bias such as quicker discharge 

3. Were outcome assessors aware of group 
allocation? 
 

Yes, not blinded. Outcomes, however, were 
not subjective i.e. need for appendectomy.  
 

4. Was follow-up complete? 
 
 

30-day follow-up was complete for the 30 
patients who chose non-operative 
management; there was loss to follow-up 
for secondary outcomes (9 children from 
surgical arm and 2 children from non-



operative arm). Study is ongoing to further 
address 1-year outcomes  

IV. What were the results? 
Answer the questions posed below 

 

1. How large was the treatment effect? 
(Difference between treatment and control 
group).  
 

 
The immediate and 30-day success rates of 
non-operative management 2/30 were 93% 
(28 of 30; 95% CI, 78_99) and one 
additional appy. after d/c or 3/30 90% (27 
of 30; 95% CI, 79_100). 
 
(See Table 2)  
Hospital LOS in NOM group 38hrs in non-
op group vs 20hrs in surgical group 
(p=<0.0001) however; days to return to 
normal activity in non-op group 3.0 vs. 
16.5 days in surgical group (p=0.0001) 
and; days of missed school 3.0  in non-op 
group vs.  5 days in surgical group 
((p=0.008). Non-op group had higher QOL 
(93 vs 87.5) at 30 days after hospitalization 
(p-0.011). 
 
 

2. What was the estimated treatment effect 
at a 95% confidence interval? (Precision)  
 
 

 
CI’s where reported for primary outcome 
only. See above.  
Immediate and 30-day success rates of non-
operative management were 93% and 90% 
respectively (3 of 30 patients failed non-op 
management and underwent laparoscopic 
appendectomy) 93% (28 of 30; 95% CI, 
78_99) and 90% (27 of 30; 95% CI, 
79_100). 
 
 
 

V. Will the results help me in caring for 
my patients?  (Applicable?)  
 

 
 

1. Were the study patients similar to my 
patient? 
 
 
 

Yes. Teaching hospital, similar patient 
demographics.  

2. Were all clinically important outcomes 
considered?  
 
 

 
Yes. No perforated/ruptured appendicitis, 
gangrene or sepsis in those who were 
managed non-operatively and then required 
appendectomy for progression of 
symptoms. Also considered  



LOS, time until return to normal activities, 
days of school missed, and quality of life at 
30 days.  
 
 

3. Are the likely treatment benefits worth 
the potential harm and costs? 
 
 
 

Maybe. Small sample size. Risks of 
selection and performance bias as a non-
blinded study. Sparing children risks of 
surgery and anesthesia, in addition to the 
gained QOL /days of normal activity/days 
at school, is worth the potential minimal 
delay in operative management of 
appendicitis for those who fail non-
operative management. No evidence of 
significant harms with this approach.  

 
 
Study Limitations 
Selection bias, including both patient and surgeon bias with respect to treatment choice  
Small patient cohort (n=30 for non-operative arm), no randomization, somewhat sicker patients 
in the operative group based upon pathology.  
Loss to follow-up, particularly in surgical group, could predispose to attrition bias.  
 
Clinical Bottom Line: 
This study suggests that non-operative management of uncomplicated acute appendicitis in 
children is safe and has high early success rate with improved patient-centered outcomes. A 
larger study is necessary to reinforce these results.  


