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A. What is being studied? (Answer below) Comments 

 
1. Study Objective 1. To compare the efficacy of US-guided 3-in-1 

femoral nerve blocks to standard treatment 
with parenteral opioids for pain control in 
elderly patients with hip fractures in the ED 
 
2. to determine if femoral nerve block reduced 
the use of parenteral opioids during the ED 
course 
 
3. to explore patient safety by evaluating the 
incidence of adverse events in patients 
receiving adjunctive femoral nerve block 
versus those receiving opioids alone 

2. Study Design 
 
 

Blinded, RCT single center 100,000 Level 
1 trauma center with 2 study groups  

3. Inclusion Criteria 
 
 

Age 55 and older, radiographically proven 
femoral neck or intertrochanteric fx, normal LE 
neurovascular exams, able to consent and 
actively participate in the study, had moderate 
to severe pain (>5) at the time of enrollment. 

4. Exclusion Criteria 
 
 

INR > 3, prior femoral artery vascular surgery 
on the same side as the fx, other significant 
trauma, hypoxia (pulse oximetry <92%), 
hypotension (SBP <100), or known 
hypersensitivity to local anesthetics or 
morphine.  

5. Interventions Compared 
 
 

Femoral nerve block +morphine vs. standard 
care (morphine alone) 



6. Outcomes Evaluated 
 
 
 

PRIMARY 
1. Pain relief -using pt reported pain 

scores. Primary efficacy variable was 
summed pain intensity difference 
(SPID) over the 4 hour study period 
SECONDARY 

2. Total amount of opioid received after 
the study procedure while the pt was 
in the ED 

3. Occurrence of adverse events in the 
study group (n/v, hypotension, resp 
depression) 

B. Are the results of the study valid? 
Answer questions below 

  

 

1. Were patients randomized?  
 
 
 

Yes; pts were randomized using sequentially 
numbered cards in sealed envelopes to one of 
the two groups. Randomization occurred using 
an Internet-based program with a 1:1 allocation 
ratio and was performed by the department’s 
research coordinator who was not involved in 
enrollment or data collection.  

2. Was randomization concealed (Blinded) 
 
 
  

Yes. 

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

Yes. This question asks how dropouts or 
lost to f/u were handled and all patients 
were accounted for over the 4 hr. study 
period  
 
 
 

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

Uncertain. Patient characteristics (Table 1) 
were defined very narrowly. No report of 
possible differences in say comorbidities 
such as COPD or use of chronic pain meds 
both of which could bias results against the 
use of morphine.   
 
 

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? 
 

No, patients in the standard care group received 
a sham injection that was slowly injected over 
a period of 5 minutes to approximate the time it 
would take to perform the femoral nerve block 
in order to blind the participant and treating 
physician.  
 

2. Were clinicians aware of group allocation? 
 

Physician co-investigators performing the 
procedure were aware of group allocation  
as they had to inject a significantly smaller 
amount (3cc) for the control group compared to 
the FNB group (25cc).  
Not overtly stated whether the EPs caring for 
the patients were aware of group allocation.  
Uncertain whether EP’s who gave blocks were 
ever primary EP managing patients as well.  
 
 
 

3. Were outcome assessors aware of group 
allocation? 
 

Uncertain. There was no explicit statement 
regarding whether RA’s were blinded to 
treatment group.  
  

4. Was follow-up complete? Yes and No.  Yes in that the study assessed pt 
pain scores up to four hours after the procedure 
and all met this metric. This is adequate time to 
assess if the intervention (femoral nerve block) 
had an impact on pain given onset of 
bupivacaine is 5 to 10 minutes, reaches nadir 
by the first hour, and the half-life is 2-3.5 
hours. Additionally, there was only 1 drop out 
from each group, both of which were before the 
study procedure. Any possibly complications 
after 4 hours would have been missed.  

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

The primary outcome measure, the SPID over 
4 hours was significantly greater (decreased 
NRS) in the FNB group. The SPID over 4 
hours was 11% in the FNB group and 4.0 % in 
the SC group (difference of 7; p-value 0.001,  
statistically significant). No CI’s were 
provided. Likely to be wide considering small 
N.  
 
 
 

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

No CI’s were reported therefore unable to 
assess precision.  



 
 

 
 
 

D. How can I apply the results to 
patient care 

 

IV. Were the study patients similar to my 
patients?   
 

Yes, the participants in this study were 64-98 
y/o with femoral neck or intertrochanteric 
fractures; slightly more women than men. 
Study site similar to ours. Rhode Island with 
residency program.  
 
 
 

1. Were all clinically important outcomes 
considered?  
 

Probably not. In addition to assessing pain 
relief in patients receiving the FNB vs SC, the 
study also assessed the amount of parenteral 
opioid use in both and the difference in rates of 
hypotension, hypoxia, or n/v in both groups.  
No assessment of time procedure took or 
impact on ED flow. No complications past 4 
hours were followed.   
 
 

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

Possibly. There were no differences in the rates 
of hypotension, hypoxia, or n/v between the 
two groups over 4 hours.  
The FNB does not require many resources or 
procedural sedation. It just requires the 
physician, pt, and US which minimizes costs. 
Separate experienced MD’s apparently 
performed the procedure.  Time requirements 
to perform were not reported. Study is probably 
underpowered to truly assess for complication 
rates from either intervention.  
 

 
 
 
Limitations: 

• Small sample size, only 18 patients in each group 
• Lack of standardized approach to initial or rescue analgesia which was left to 

the discretion of the treating physician. It is possible that if patients 
randomized to received SC alone had received a specific schedule with more 
frequent dosing of opioids, they might have achieved pain scores similar to 
those patients in the treatment arm of the study. 

• Role of the FNB in pts with lesser degrees of pain is uncertain as the study 
excluded patients who only had pain scores less than 5.  



• Blinding of managing clinicians and outcome assessors is unclear 
predisposing to bias.  

• No dose-related association to pain improvement with morphine which is 
counter-intuitive  

 
 
Clinical Bottom Line:  
 
Use of US guided femoral nerve block increased the likelihood of clinically 
significant improvement in pain, without an appreciable difference in adverse 
events at 4 hours.  


