
Federal Officials Weigh in on Infant Tubing Saga

The Alliance for Patient Access (allianceforpatientaccess.org), 
founded in 2006, is a national network of physicians dedicated 
to ensuring patient access to approved therapies and appropri-
ate clinical care. AfPA accomplishes this mission by recruiting, 
training and mobilizing policy-minded physicians to be effective 
advocates for patient access. AfPA is organized as a non-profit 
501(c)(4) corporation and headed by an independent board of di-
rectors. Its physician leadership is supported by policy advocacy 
management and public affairs consultants. In 2012, AfPA es-
tablished the Institute for Patient Access (IfPA), a related 501(c)
(3) non-profit corporation. In keeping with its mission to promote 
a better understanding of the benefits of the physician-patient 
relationship in the provision of quality healthcare, IfPA sponsors 
policy research and educational programming.
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More than four years after concerns were raised about certain 
hospital tubing devices, the Food and Drug Administration finally 
acknowledged their potential danger to infants. (1,2)

The Potential for Overdose

The “ENFit” tubing connector was developed to minimize danger-
ous tubing misconnections. But in the years since the device was 
released, it has become clear ENFit connectors introduce a differ-
ent danger. 

The ENFit design features a moat around the tip. If the moat area 
is not cleared before medication is administered, there is a poten-
tial for tiny babies to get an incorrect amount of medication. ENFit 
adaptors “significantly increase” the possibility of inaccurate dos-

ing, according to one study. (3)

Recommendations for Safe Use

The FDA provided recommendations for optimizing dose accu-
racy with the ENFit device in its safety message. Among its guid-
ance, the FDA suggests users should:

• Tap the tip of the syringe to ensure it is free of air bubbles 
and that the moat is free from fluids

• Use a filling adapter to prevent fluid and medications 
from entering the moat area of the syringe tip

• Flush the medication or fluid after administration to pre-
vent overdose.

The FDA also requested manufacturers update relevant label-
ing and training materials to include information about accurately 
dose medication, reducing the risk of overdose. 

Alerting Providers

Health care providers need this information to use ENFit tubing 
devices safely. Moreover, individual hospitals should have the au-
tonomy to decide what is in the best interest of their tiniest patients 
– whether that is using ENFit or another safe, FDA-approved tub-
ing option. 

There is no margin of error when dosing medication for babies. 
Safety and precision must be a priority – even federal officials 
agree.
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“The FDA also requested manufacturers 
update relevant labeling and training 
materials to include information about 
accurately dose medication, reducing the 
risk of overdose.”

“More than four years after concerns 
were raised about certain hospital 
tubing devices, the Food and Drug 
Administration finally acknowledged 
their potential danger to infants. (1,2)”
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Still a Preemie? 

Jaundice Feeding issues Respiratory 
problems

Born between 
34 and 36 weeks' 
gestation?

Just like preemies born much earlier, 
these “late preterm” infants can face: 

Born preterm
at a “normal” 
weight?

And their parents, like all parents 
of preemies, are at risk for 
postpartum depression and PTSD. 

www.infanthealth.org

Some preemies are born months early, at extremely low 
birthweights.They fight for each breath and face nearly 

insurmountable health obstacles. 

But that’s not every preemie’s story.

Though these babies look healthy, 
they can still have complications 
and require NICU care.

Born preterm 
but not admitted 
to the NICU?

But because some health plans 
determine coverage based on a 
preemie's weight, families of 
babies that weigh more may 
face access barriers and 
unmanageable medical bills.

Some Preemies All Preemies
Will spend weeks 
in the hospital

Will have lifelong 
health problems

Are disadvantaged 
from birth

Face health 
risks

Deserve appropriate 
health coverage

Need access to 
proper health care

Even if preterm babies 
don't require NICU care, 
they can still face health challenges.
Those challenges can extend through 
childhood, adolescence and even 
into adulthood.
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