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Has the Time Come to Evaluate Studies Results before
their Adoption as Standards of Care in the Neonatal
Units?
Editorial
Editorial

The need and pressure to publish research in the peer review
medical literature has created a immense amount of results that,
in some instances, have not been validated by follow up studies
[1,2]. Usually, the preliminary data of new discoveries in neonatal
care, that promised great improvements in the survival and/or
decrease morbidities and better quality of life, are done with
great intentions and expectations and many times encompass
the passion and lifelong commitment of the investigator to prove
his/her theory [2,3]. Follow up studies to confirm the results of
these preliminary findings often fail to show the claim or show
serious side effects and complications [3-7].

The problem is that the medical community, when these
positive results are published, tends to accept them as the
new standard of care. These new advances are incorporated in
hospitals and unit protocols and are offered to sick newborns
without the benefit of statistically valid methods and medical due
diligence [7]. Reports that have not been done with appropriate
prospective randomization, blind allocation and stratification of
selected target population, and with an adequate power and Beta
error scrutiny, should be interpreted with caution [8]. All of these
claims should be done ethically, and contain medical and statistic
methods that study the possible complications and side effects of
such procedures, before adopted as “golden standards”.
A recent example is the use of iNO in premature infants [9].
The preliminary results published by Dr. R. Ballard found in
her population that iNO improved pulmonary outcomes. After
that report, several studies (meta analysis) failed to confirm Dr.
Ballard findings [10,11]. Even further, a recent propensity score
modeling study by the National Institute of Health (NIH),in their
generic database (GDB) that included data from 4979 of infants
>22 and < 29 weeks gestation, found that the exposure to iNO
in this population was associated with more severe outcomes
[11]. I suggest to proceed with caution before the neonatal care
community adopts these new findings as facts. We should read
these reports for what they are, preliminary data that should be
verified by follow up studies that are conducted in an ethical,
medically sound and statistically well- designed manner [7].

Many manuscripts end their conclusions with the reminder
that their findings are limited to a small number or particular
population and the need for further multicenter trials, to prove
or disprove them. We should develop a group of investigators
around the globe that take that challenge and in a systematic,
well thought multi-center, prospective, randomized, blind
method and study these preliminary results. The challenge is
deep and extensive, but a well-organized and committed group
could answer these important questions.
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