
Shorter duration of treatment for a subset of infants with mild necrotizing enterocolitis 

Background: Necrotizing enterocolitis (NEC) is a common and potentially devastating disease 
that predominantly affects premature infants.  Treatment regimens for NEC consist of bowel rest 
(strict null per os status plus placement of a Replogle or similar tube for continuous suctioning of 
swallowed and gastric secretions) and broad spectrum antibiotics, typically for 7-14 days, plus 
surgical resection of necrotic tissue in severe cases.  While this duration of antibiotics is 
generally felt to be appropriate for infants with NEC complicated by perforation, hemodynamic 
instability, or marked thrombocytopenia, there appears to be a subset of infants with NEC in a 
more benign form.  These infants typically present at 2-8 weeks of age with bloody stools, 
abdominal distention, and pneumatosis intestinalis, but these signs and symptoms resolve 
quickly with no progression to intestinal perforation, hemodynamic instability, or significant 
thrombocytopenia.  Some have postulated that these episodes differ from classic NEC and 
should be considered as more akin to cow milk protein intolerance or some other form of 
feeding intolerance.  The hypothesis of this multi-center trial is that for infants meeting the 
following inclusion and exclusion criteria 5 days of treatment with bowel rest and broad 
spectrum is not inferior to 7 days of treatment.  The primary outcome will be recurrence of NEC 
within 2 weeks after cessation of treatment. Secondary outcomes will include evidence of 
obstruction, stricture, malabsorption or poor growth after the NEC episode.  If the hypothesis is 
supported fewer days of treatment required could mean shorter length of stay and less 
disruption of the intestinal microbiota for these infants. 

Inclusion criteria:  gestational age at birth < 34 weeks, NEC stage 2 diagnosis between 2-8 
weeks of age AND less than 36 weeks corrected gestational age, pneumatosis intestinalis or 
portal venous air confirmed by a radiologist and the attending neonatologist on abdominal 
radiograph or abdominal ultrasound, started on bowel rest and broad spectrum antibiotics for 
NEC. 

Exclusion criteria: evidence of intestinal perforation, laparotomy or drain, requirement for 
dopamine, epinephrine, milrinone, norepinephrine, dobutamine, or vasopressin, requirement for 
platelet transfusion, PRBC transfusion, fresh frozen plasma or cryoprecipitate within 3 days after 
the diagnosis of NEC. 

Proposal: We propose a multi-center randomized clinical trial in which infants meeting the above 
criteria are randomly assigned after informed consent is obtained from the parents to receive 
either 5 or 7 days of bowel rest and broad spectrum antibiotics.  Randomization would be by 
sealed opaque envelopes on day 3 or 4 of bowel rest and antibiotics.  Each participating NICU 
would need to provide their own support to include a clinical research coordinator or research 
RN to obtain IRB approval, obtain informed consent from the parents, oversee randomization, 
and collect data into the Excel spreadsheet (link).  Model consent form and IRB application 
forms can be modified for ease of use by each participating NICU (links).  Data would be 
collected for a 2 year time period and then the data on the Excel spreadsheet (with column B 
deleted prior to submission) would be submitted through the NEC Society website.  Each NICU 
would keep a copy of the spreadsheet with the identifying data in column B in a secure location.  
Data analysis would be provided through funding to the NEC Society. 


