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Critically-ill patients constitute majority of 
the patients hospitalized in ICU wards (1, 2). 
This group of patients demands special 
considerations and measures of care (3-6). 
Clostridium difficile infection causes dangerous, 
painful and persistent diarrhea in critically ill 
patients. Its treatment consists of enteral 
metronidazol or vancomycin in combination 
with IV antibiotics cessation. Recently, 
probiotics have been considered as an 
alternative treatment for pseudomembranous 
colitis. In 1958, fecal microbial transplant was 
first described from healthy individuals to sick 
patients to displace pathogenic microbes from 
the intestine by re-establishing a healthy 
microbial community. Since then, it has gained 
value as “express stool treatment” or currently 
known as “fecal transplant”. Last year, FDA 
classified stool as drug, which typically requires 
an Investigational New Drug application (IND). 
However, in July 2013, the FDA issued guidance 
stating that it would exercise enforcement 
discretion for physicians administering FMT to 
treat patients with recurrent Clostridium 
difficile infection. Accordingly, considering stool 

as a tissue product or giving it its own 
classification, as FDA approved for blood, 
would keep patients safe, ensure broad access 
and facilitate research (7).  

It should be taken into consideration that 
some complications might accompany fecal 
microbial transplant such as making patients 
susceptible for conditions like obesity or 
autoimmune disorders.  

Safety and quality assurance starts from pre-
enrollment donor screening, donor testing (17 
serological and stool-based assays), donor 
monitoring and process control. The 
composition of the bacterial community has 
been shown to change when stored at -80oC 
compared to the samples stored at -20oC and it 
has been recommended to store the samples of 
intestinal content at -20oC before use for 
bacterial community analysis, instead of the 
current practice at -80oC (7, 8). However, if 
samples have to be thawed repeatedly, 
addition of glycerol is preferable and showed 
that after 1 year storage at -70oC is preferable 
to -20oC considering microbial count (9). At the 
end it seems that for long duration storage at -
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80oC is sufficient and for short duration -20oC 
is preferable. Although, it is necessary to pick 
several isolates per sample in order to obtain at 
least one isolate representing the dominating 
strains. Finally, fecal specimens could be 
combined with prebiotics in order to achieve 
their optimal efficacy. Hence, future 
prospective clinical trials are required to detect 

and approve the efficacy and safety of fecal 
transplants in critical ill patients. 
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