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I. WHAT IS BEING STUDIED?   

1. Study Objective   To determine whether trimethoprim-
sulfamethoxazole (320mg/1600mg) BID for 7 days 
would be superior to placebo in ED outpatients older 
than 12 y/o who had uncomplicated abscess that was 
being treated with incision and drainage 

2. Study Design multicenter double-blind, randomized trial 

3. Inclusion Criteria Patients older than 12 y/o with cutaneous lesions that 
was suspected to be an abscess on basis of physical 
examination and ultrasonography or exam alone and 
that was found to have purulent material on surgical 
exploration.  Only patients who had lesion present 
for 1 week and measured at least 2.0cm in diameter 
 

4. Exclusion Criteria 
indwelling device; suspected osteomyelitis or septic 
arthritis; diabetic foot, decubitus, or ischemic ulcer; 
mammalian bite; wound with organic foreign body; 
infection of another organ system/site; perirectal, 
perineal or paronychia location; 
intravenous drug use within previous month and 
fever; underlying skin condition; long-term care 
residence; incarceration; immunodeficiency (e.g., 
absolute neutrophil count <500/mm3, 
 

Refer to article or…see small print. 
 
immunosuppressive drugs, active chemotherapy, or 
known AIDS assessed by subject history); creatinine 
clearance <50 mL/min; cardiac condition with risk 
of endocarditis; allergy or 
intolerance to trimethoprim-sulfamethoxazole; 
taking warfarin, phenytoin, or methotrexate; known 
G-6-PD or folic acid deficiency; pregnant or 
lactating; trimethoprim-sulfamethoxazole 
treatment within 24 hours; concurrent treatment with 
topical or systemic antibiotic; or enrolled in the 
study within 12 weeks 
 

5. Interventions Compared 7-day course of trimethoprim-sulfamethoxazole (4 
single strength pills, 80mg/400mg BID) or placebo 
 



6. Outcomes Evaluated  Primary outcome: clinical cure of the abscess at the 
test-of-cure visit (7-14 days after end of treatment 
period) and extended follow–up visit 42 – 56 days 
after treatment period 
 
Secondary outcomes: composite cure (resolution of 
all symptoms and signs of infection, or improvement 
such that no additional antibiotic therapy or surgical 
drainage procedures were necessary), surgical 
drainage procedures, changes in erythema size, 
presence of swelling or induration or tenderness, 
invasive infections, skin infections at the same sit 
and at a different site, hospitalizations, similar 
infections in household members, days missed from 
work or school and days that analgesics were used.  

  II.    Are the results of the study valid  

1. Was the assignment of patients randomized?  
 

Yes. “Subjects were randomized using an Internet 
Data Entry System (IDES)” 

2. Was randomization concealed (blinded)? 
 
 

Yes. The study employed a randomized complete 
block design with randomly permuted block sizes 
within each stratum with a 1:1 allocation of TMP: 
Placebo. 

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

Yes.  
 

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

Yes (Table 2). Baseline characteristics were the 
same however, there a wide range of wound 
characteristics. For example area of erythema width 
ranged from 1-49 cm. Depth from 0.1-5cm.  

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? 
 

Probably not. Though there was adequate blinding, 
drug effects on the character of urine, stool could 
inform patients.  

2. Were clinicians aware of group allocation?  No. 



3. Were outcome assessors aware of group 
allocation? 

Probably not.  Though, there is no explicit statement 
regarding whether outcome assessors were blinded 
or aware of the study objectives which can cause 
bias 

4. Was follow-up complete? 
 

No. About 100 people in each group didn’t complete 
the extended follow up 

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

 

1. How large was the treatment effect? (Difference 
between treatment and control group).  
ARR= absolute risk reduction (mathematical 
difference) 
 
1/ARR= NNT (number needed to treat) 

Modified Intention-To-Treat Analysis 
80.5% TMP/SMX vs. 73.6% Placebo 
ARR= 6.9% difference (95% CI 2.1 to 11.7) 
NNT 14 
Per-Protocol Analysis 
92.9% TMP/SMX vs. 85.7% Placebo 
ARR= 7.2 % difference (95% CI 3.2 to 11.2) 
NNT 14 

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

CI’s are as above.  
 
 

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

 

1. Were the study patients similar to my patient? 
 
 

Maybe: Conducted mostly in inner city ED’s similar 
to ours. Almost 20% had fever before enrollment. 
Over 20% had erythema of >75cm2.  Average age 
was 35, only about 11% had diabetes in each group.  

2. Were all clinically important outcomes 
considered?  
 

 No economic analysis other than days missed from 
school/work and there was no difference.  Cost of 
the drug was not discussed.  
 

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

Maybe not. NNT of 14 if you accept their statistical 
model and a study that is underpowered to assess 
potential harms from antibiotic or development of 
resistance. 

 
 
 
Study Limitations:   

1. Selection bias. Those enrolling patients may have excluded enrolling patients with many comorbidities. 
2. Study was insufficiently powered to detect their pre-determined difference of 7.5%  
3. Insufficiently powered to detect potential harms from TMP-SMX. 
4. Their “per-protocol” population nonadherence rate was high with only 64.7% of the study population being 

100% adherent to the protocol and another 17.2% were between76 – 99% adherent. 



5. Modified ITT analysis as described was confusing and difficult to interpret 
6.  
7. Study used a higher dose of trimethoprim-sulfamethoxazole than is IDSA recommended, in a podcast Talan 

stated he thought the lower dose would be sufficient in most.   
8. Despite training on abscess (see below) drainage there could have been inadequately drained abscesses that 

affected healing  
9. Insufficient power to conclude efficacy of AB”s for all secondary outcomes 
10. Dr. Talan is a paid consultant of Actavis noted for development of AB’s against MRSA  

 
 
 
Clinical Bottom Line:  These data confirm that a majority of skin abscesses are likely to improve with effective 
drainage alone.  While this study did show that the addition of antibiotics had a statistically significant improvement 
on cure rates, it doesn’t compel me to start prescribing antibiotics to every abscess that presents to the ED.   
Additionally, while the authors describe a number of beneficial secondary outcomes, the study was not powered to 
specifically address those outcomes.  While this study could be used to defend the choice of adding TMP/SMX in 
select patients that are adamant about receiving a prescription along with I&D, I don’t think it should dictate a new 
trend in management of ED abscesses.  
 
 
How to I & D an Abscess: 
 All investigators received the followings training on the proper technique to drain abscesses 
“The skin over the abscess is cleaned with a topical antiseptic solution, e.g., 
betadine and/or 70% isopropyl alcohol, and allowed to dry. The area is then anesthetized with preservative-free 
1%-2% lidocaine (with or without epinephrine). After 2-5 minutes, using a #11 scalpel, a straight incision is made 
over the area of maximal fluctuance or over the central area of the ultrasound-located cavity. The length of the 
incision depends on the size of the abscess. The incision is made large enough to promote adequate drainage. The 
minimum incision should be ¼ of the greatest length of fluctuance, but no less than 1 cm. After obtaining culture 
material and the initial decompression of purulent material, the abscess cavity is then probed thoroughly using a 
curved/straight hemostat or the clinician’s gloved finger. This action will further release any pockets of purulent 
material. The clinician then rotates the hemostat or finger around the entire abscess cavity to explore and remove 
any remaining loculations and adhesions. All necrotic and devitalized tissue is debrided”. 


