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Objectives: to prospectively determine whether nebulized tranexamic acid (TXA) is effective at reducing 
volume of hemoptysis and achieving hemostasis for patients with non-massive hemoptysis  
 
Methodology: this was a “double-blind, randomized controlled trial of treatment with 
nebulized TA (500 mg tid) vs placebo (normal saline) in patients admitted with hemoptysis 
of various etiologies. Patients with massive hemoptysis (expectorated blood > 200 mL/24 h) 
and hemodynamic or respiratory instability were excluded. Mortality and hemoptysis 
recurrence rate were assessed at 30 days and following 1 year.” 
 

 
 

Guide Comments 
I. Are the results valid?  
A. Did experimental and control 

groups begin the study with a 
similar prognosis (answer the 
questions posed below) 

Roughly. The placebo arm had more COPD patients 41% 
vs.16%. The authors however, elected to combine all lung 
disease rates between groups which was not statistically 
significant 

1. Were patients randomized? 
 

Yes. However, the authors do not explicitly state how 
randomization was performed. “Patients were randomized 
to treatment with nebulized TA 500 mg/5 mL or normal 
saline 0.9% 5 mL as the placebo control, three times 
daily.”  
 

2. Was randomization 
concealed (blinded)? 
 

Yes. “The treatment samples were prepared by the Meir 
Medical Center’s pharmacy and provided to the Pulmonary 
Department in identical unmarked vials, to allow blinding 
of the treating team, as well as the patients, to the trial 
group allocation.”  

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

Yes. There were no reported dropouts so no ITT analysis 
was warranted.  

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

Uncertain. COPD more prevalent in placebo group (41% 
vs.16%),   

B. Did experimental and control 
groups retain a similar 
prognosis after the study 
started (answer the questions 
posed below) 
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1. Were patients aware of 

group allocation? 
 

Uncertain. The authord did not mention if there were 
differences in odor/taste of nebulized TXA vs. NaCl  

2. Were clinicians aware of 
group allocation? 
 

Uncertain based on whether there were perceptible 
differences between TXA and NaCl.    

3. Were outcome assessors 
aware of group allocation? 
 

Unclear. No mention regarding blinding of clinical 
assessors regarding intervention.  

4. Was follow-up complete? 
 

Table 3 suggests complete f/u at 30D and 1yr.  

II. What are the results (answer 
the questions posed below)? 

 

 

1. How large was the 
treatment effect? 
 

Resolution of expectorated blood within 5 days: 
 96%TXA vs. 50% placebo P<.0005 as was the reduction 
in expectorated blood from days 2-5 (P<.01) 
  
TXA group had a decreased hospital LOS was significantly 
decreased  by 2 days (7.8 vs. 5.7 (P = 0.46) 
 
No TXA patients required “interventional bronchoscopy” 
vs. 9.1% of placebo patients.   
 
Urgent embolization required in 9.1% placebo and no TXA 
patients.  
 
No differences in 1 yr mortality (Table 3) though trend in 
decreased bleeding recurrence at 30D though not 
statistically significant (P=0.12) whereas 1 yr. bleeding 
recurrence was 22.7% vs 4% (P=<.01) 
 
 

2. How precise was the 
estimate of the treatment 
effect? 
 

The authors did not provide any CI’s so precision cannot 
be assessed. Small numberl would likely have been 
represented by wide CI’s had they been reported.  

III. Can I apply the results to 
patient care (answer the 
questions posed below)? 
 

 

1.  Were the study patients 
similar to my patient? 

Not really. Non-ED study took place in israel, Over 70% 
male patients. High rate of CA and anticoagulant use.    
 
Patients were generally hemodynamically stable and 
unlikely to be considered for an exotic treatment such as 
this in the ED  
 
 



2.  Were all clinically 
important outcomes 
considered? 
 

Yes. Mortality, amount of bleeding, rate of invasive 
procedures, re-bleeding, hospital LOS and adverse events 
were all considered. Did not report on intubation rates or 
adverse events   

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

Possibly. No reported mal effects.  May be worth 
considering particularly in elderly male patients with 
cancer on anticoagulants.   

 
 
Limitations: 
-Single center study. Unclear how they determined appropriate sample size.  
-Very small study and likely underpowered. Especially in that they terminated the study 
for “superiority” after only reaching half the sample size needed to avoid a type 1 or 2 
statistical error.   
-72% male. No race demographics reported high prevalence of cancer  and 
anticoagulants/platelets 
-excluded massive hemoptysis / critically ill patients which is the exact population whom 
the ED physician may wish employ TXA 
The placebo group appears to have been a sicker population (more COPD, higher rate of death/or 
rebleeding at 30d and 1yr) 
 
This study is valid in the sense that it adequately demonstrates a significant effect size in the a- 
priori end points 
-While TXA decreased the volume of expectorated blood the absolute volume difference was trivial 
(~10cc). 
-TXA did decrease the number of invasive procedures required to control bleeding however the 
absolute numbers are small (4 total pt’s in the placebo group) 
-TXA did decrease hospital LOS, decreased recurrence(this lacks face validity. How could TXA 
reduce bleeding at 1 year??) 
 
Bottom Line: 
 
Nebulized	TXA	may	be	considered	as	an	adjunct	to	aid	in	hemostasis	for	patients	with	non-massive	
hemoptysis,	 however	 the	 effect	 size	 is	 small	 and	 unlikely	 to	 be	 of	 utility	 in	 the	 critically	 ill	
emergency	department	patient.		


