
Patient Satisfaction: 91% of these indicated they 
were highly satisfied with the care they received in 
the ED. 
 
89% indicated a preference for outpatient 
management again if experiencing a PE in the future 
 

2. How precise was the estimated treatment effect at 
a 95% confidence interval? 

As above 
 
 

D. How can I apply the results to patient care  
IV. Were the study patients similar to my patients?   
 

Based on Table 1 demographic group was healthier 
than our patient population and had a very low 
cancer rate.. Average weight was 89kg which seems 
high and may be similar to our population. .  
 

1. Were all clinically important outcomes 
considered?  
 

Yes, the primary outcome of recurrent symptomatic 
VTE, death or major bleed are of clinical 
significance. No economic analysis of additional 
testing (echo, bilateral PVL, admission vs. D/C.  
 
 

2. Are the likely treatment benefits worth the 
potential harms and costs?  
 

Possibly, the total cost of outpatient therapy is less 
than inpatient therapy, with a low rate of composite 
primary outcomes in this study. Patients were 
generally satisfied with outpatient management.  
 
  

 
Limitations: 

• Single arm nature of the study design, without randomization.  
• Small overall study size. N=200. Highly selected patient population.  
• Requirement of a formal ECHO to determine RV strain and bilateral PVL’s not available in all 

ED’s.  
• Requirement of a 12-24 hour observation period prior to discharge home.  
• All patients were consulted by internal medicine physician specialized in thrombosis care during 

their observation period, which may not be feasible in all institutions.  
• All patients had close follow-up   

 
Clinical Bottom Line: 
While applicable to a relatively small group of patients, with the new capabilities of our observation unit is 
may be possible to meet the inclusion/exclusion requirements (namely ECHO and whole leg compression 
US). However more research with larger studies and randomization should be done prior to changing 
practice guidelines.  



 
 
B. Are the results of the study valid? 

Answer questions below 
  

 

1. Were patients randomized?  No, this was a prospective cohort study. The 
patients were selected by treating physicians based 
on the above inclusion/exclusion criteria.  
 

2. Was randomization concealed (Blinded) 
No- see above 
 
  
 

As above. 

3. Were patients analyzed in the groups to which 
they were randomized?    
No – see above 

N/A  
 
 

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

There was no control group.  
Patients were generally young with a median age 
44, cancer free (99%), 54% female, 46% bilateral 
PE  34% Pulmonary infarct.  
 

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

 

1. Were patients aware of group allocation? 
 

Yes, patients consented to participate in the study. 
Since it was a single arm study, there was only one 
group for them to be allocated to thereby 
predisposing to performance bias 
 
 

2. Were clinicians aware of group allocation? 
Yes, the physicians determined which patients were 
eligible for enrolment.  

Yes. 
 
 

3. Were outcome assessors aware of group 
allocation? 
 

Yes, this was a single arm study, and statistical 
analysis and assessment was completed by the 
treating physicians and authors.   
 

4. Was follow-up complete? 

 

Yes. Remarkably they had a 100% follow up rate at 
90 days.  
Follow up was assessed via telephone questionnaire 
in conjunction with EMR interrogation. The Utah 
death database and Social Security Death Index 
database were also interrogated.  

D. What were the results?  
1. How large was the treatment effect? (difference 
between treatment and control group).  

90-day composite rate of all-cause mortality, 
recurrent symptomatic PE or DVT, and major 
bleeding was 0.5% (95% CI, 0.02%-2.36%). 
 
Death 0/200: (95% CI, 0.00%-1.48%) 
Recurrent VTE: 0/199 95% CI, (0.00%-1.49%) 
Major Bleed: 1/200; 95% CI, (0.02%-2.36%) 
 
Secondary Outcomes: 
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A. What is being studied? (Answer below) Comments 

 
1. Study Objective – The objective was to determine 
the 90-day composite rate of recurrent symptomatic 
VTE, bleeding events all-cause mortality following 
outpatient treatment of low risk PE.  
 

Recurrent symptomatic VTE defined as a new 
abnormality on a relevant imaging study (CUS, 
CTPA, and VQ scan), the necessity of which was 
determined by treating clinicians. No routine 
imaging of asymptomatic patients occurred.  

2. Study Design – Prospective cohort single-arm 
management study, conducted in 5 US ED’s (One 
tertiary, 4 suburban with 20-50k visits). Periodic 
assessment with pre-specified stopping rules were in 
place to ensure patient safety.  
 
 

Study was not randomized, and no blinding 
occurred.  1003 patients deemed “low risk eligible”, 
however 200 enrolled.  

3. Inclusion Criteria – “Low risk” PE diagnosed by 
CTPA or high-prob VQ scan, with a PESI score 
<86, ECHO without right heart strain, whole leg 
compression US without DVT proximal to popliteal  
 
 

PESI score was calculated by the treating EM 
physician.  
-I like that the PESI score has no subjectivity.  

4. Exclusion Criteria – Pregnancy, prisoners, <18yo, 
high mortality risk PE (sustained systolic <95, O2 
sat 90% on RA), renal insufficiency, hepatic 
dysfunction, contraindication to enoxaparin, 
warfarin, rivaroxaban, apixaban, atrial or ventricular 
dysrhythmias, signs of right heart strain on ECHO, 
DVT proximal to popliteal vein, patients requiring 
hospitalization for another reason.  
 

Also excluded “uncertainty regarding patient health 
literacy or perceived social situation that would 
disallow reliable follow-up.” Did not mention how 
many possible patients fit this description.  
 
6 excluded for DVT 
4 excluded for RV strain on ECHO 
1 excluded for developing exclusion criteria 
(hypoxia) during observation 

5. Interventions Compared 
Primary intervention was observation in the ED or 
hospital (Obs. status) for >12 to <24h, followed by 
outpatient management with FDA approved 
therapeutic anticoagulation  
 

86.5% (173/200) were treated with a direct oral 
anticoagulant.  

6. Outcomes Evaluated 
Primary: 90-day composite rate of all-cause 
mortality, recurrent symptomatic PE or DVT and 
major bleeding.  
Secondary: Patient satisfaction determined by an 11 
point Likert scale 

Continued pain/discomfort of the original VTE not 
assessed.  


