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I. WHAT IS BEING STUDIED?   

1. Study Objective   To demonstrate non-inferiority of 
placebo relative to antibiotic use in pediatric 
patients who undergo incision and drainage of acute 
skin abscesses. (p402) 
 

2. Study Design 
 

Double-blinded Randomized Control Trial 

3. Inclusion Criteria - Pediatric pts aged 3mo to 18yo 
- Clinical diagnosis of skin abscess +/- US* 
- Non-toxic (fever <38.4) 
 
*Clinical diagnosis required all the following: (1) 
acute onset w/in 1 week, (2) fluctuance, (3) 
erythema, (4) induration; and, (5) tenderness +/- 
purulent drainage 
 

4. Exclusion Criteria - Minor or superficial skin infections 
- Chronic health problems (diabetes) 
- Current immunosuppressive med use 
- Current antibiotic use or w/in last week 
- History of Bactrim allergy 
 

5. Interventions Compared I&D + placebo (Maalox+Tonic water) vs. 
I&D + TMP-SMX (Bactrim) (10-12 mg 
trimethoprim/kg/ day divided into 2 doses, with a 
maximum dose of 160 mg 
trimethoprim/dose). 
 

6. Outcomes Evaluated  Primary: treatment failure at the 10-day follow-up 
period 
 
Secondary: development of new lesion > 5cm away 
from primary at 10-day and 90-day follow-up 
period 
 

  II.    Are the results of the study valid  

1. Was the assignment of patients randomized?  
 

Yes. 161 pts were enrolled with 12 lost to follow-
up. Of the remaining 149 pts, 76 were randomized 
to the placebo control and 73 to the TMP-SMX 
treatment group 



2. Was randomization concealed (blinded)? 
 

Yes. Used a computer randomization program 
dispensed by pharmacy. 

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

Not completely. No intention-to-treat analysis was 
included on the 12 patients that were lost to follow-
up.  
 

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

Mostly. Notably different characteristics between 
populations was: 
Hx. of skin abscesses (47% Placebo vs 34% TMP-
SMX group) 
Use of Packing (70%Placebo vs. 82% TMP-SMX) 
no p-value given. 

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? 
 
 

No. Blinded however, Does Maalox and tonic water 
taste like TMP-SMX? 

2. Were clinicians aware of group allocation?  
 

No. The pharmacists were the only individuals 
aware of group allocation 
 

3. Were outcome assessors aware of group 
allocation? 
 

Uncertain. It was not explicitly stated who was 
doing the follow-up and whether they were blinded.  
 

4. Was follow-up complete? 
 
 

No.(p.405) Of the 149 participants, the 10-day 
clinical follow-up occurred in 60% of the patients 
(90/149), with 40% requiring 
telephone follow-up. Sixty percent of the placebo 
group (46/76) and 60% (44/73) in the antibiotic 
group received clinical 
follow-ups. The 3-month telephone follow-up was 
65% (98/ 149). 
-  

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

 

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

Failure to improve  10 day new lesions    90 
day new lesions** 
Placebo    5.3%                         
26.4%                     28.8% 
TMP/SMX 4.1%                         
12.9%                     28.3% 
** Note that only around 60% were effectively 
followed up at 90 days.  
 
 
 

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

Primary outcome: The failure rate was 5.3% (4 of 
76) in the placebo group versus 4.1% (3 of 73) in 
the antibiotic group, yielding a difference of 1.2%, 
with a 1-sided 95% CI of ¥ to 6.8%. The upper 
limit (6.8%) of this CI for the difference in failure 
rate did not exceed the previously specified 
equivalence threshold of 7%. 
 
Secondary Outcome: New lesions occurred in 28 
patients (19%) at the 10-day follow-up: 19 in the 
placebo group (26.4%) and 9 in the antibiotics 
group (12.9%), yielding a difference of 13.5, with 
95% 1-sided CI (¥ to 24.3%).  



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

 
 

1. Were the study patients similar to my patient? 
 

Similar to CHKD. Mostly inner city, African-
American (86%) and female (58%) 
Majority of patients were sedated most of ours are 
not.  

2. Were all clinically important outcomes 
considered?  
 
 

No., Not powered to assess harms from AB’s. No 
economic impact, cost, lost days. given the overall 
scope of the study; however, study did not address if 
treatment failures were secondary to non-
compliance in antibiotic group.   
 

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

No. 95% of patients got better with no antibiotics. 
There was however a significant difference in 
recurrence at 10 day follow-up 26.4% vs. 12.9% 
(TMP) absolute risk reduction (ARR) = 13.5.  
NNT= 1/ARR= 7 (pretty low NNT)  

 
 
Study Limitations:  
-Only 149/1305 (12%) eligible patients included predisposes to selection bias possibly less sick 
patients.  
- Report bias: 40% of patients at 10-day follow-up were over the phone 
- Attrition bias: 7% patients lost to any follow-up 
- Observer bias: 7 different clinicians diagnosing the abscess and evaluating at follow-ups no 
kappa score report or formalized clinical assessment tool 
- Low antibiotic compliance in the treatment group. Compliance with AB’s was defined as 50% 
of prescribed meds. Only 46% met this compliance requirement. 
Not sufficiently powered to assess harms from antibiotic.  
- Poor generalizability to adult populations 
 
Clinical Bottom Line: Antibiotics are not required for resolution of small simple abscesses in 
healthy children. It appears that drainage alone may be sufficient to achieve a cure rate of about 
95 with a that. Antibiotics may help prevent new lesions in the short-term period. 


