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Background: Much neonatal care is inadequately evidence based because high quality research is lacking.  It is neither financially or technically feasible to tackle existing neonatal uncertainties using traditional clinical trials.  An alternative methodology involves incorporating clinical trials into existing electronic health record systems to facilitate large, simple, efficient neonatal trials.  Concerns about data quality have limited the development such trials to date.  We aimed to identify core baseline and outcome items for neonatal trials.  These will facilitate simple clinical trials, improve data synthesis in meta-analyses and make research more relevant to stakeholders such a parents and patients.
Methods: We systematically reviewed 1) baseline data items recorded in neonatal clinical trials published in highly cited general medical journals; 2) outcomes reported in all neonatal clinical trials published in the preceding 5 years; 3) qualitative outcomes reported by parents, patients and other stakeholders in relation to neonatal care. 
Results: 15 core baseline data items were were used in >20% of high impact neonatal trials. Clinical trials report a wide range of different outcomes with little consistency between trials; outcomes reported as important by parents, patients and other stakeholders are divergent to outcomes reported in neonatal clinical trials.
Conclusions: High impact neonatal trials share common data elements which can be used for neonatal clinical trials.  Outcomes are reported inconsistently in neonatal clinical trials and do not reflect the views of parents, patients and other stakeholders in neonatal care.  A core outcome set in neonatal care is being developed to address these issues.

