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longer relevant because flammable ag
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between electrosurgical unit fires and
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occur before the decision is made. Th
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events that may occur related to the
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by a wrinkle in the clothing or items
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a wallet in the hip pocket; the pressu
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f
f Tracking and documentin

struc
al su

staples (eg, gastrointestinal staples), wire u
are no
ciations
ype of

ersonal
vidual
rgani-

n be-
ould
cussion
ial
ng pro-

to the
in
poten-

of the

cation
de or

he
espec-
uired
tive,
on
ent may
s in
ns may
ure
e the
r a long
caused
pocket.
son has
uld be
n that

electrosurgical burns if the patient’s
tains metal and the metal is located b
active and passive electrodes of the e
cal unit.4 The final consideration is th
for soiling the patient’s garments. Th
may be caused by skin prep agents, i
during the surgical procedure, or bloo
body fluids released during the proce

If the organization allows the patie
personal clothing, then it should be c
clean linen as soon as possible befo
diately after the patient enters the O
patient is transported to the OR on
then he or she should be covered w
linen. If the patient ambulates to th
he or she should wear a robe to cove
own clothes.5 The preoperative nurse
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new requirements for infection preve
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ANSWER:
Tracking and documentation require
directly linked to the definition of a
The definition is determined by the
that receives the tracking informati
situation you describe, there are tw
tions that receive the tracking infor
US Food and Drug Administration
the National Healthcare Safety Netw
(NHSN). The NHSN is an Internet-
veillance system managed by the D
Healthcare Quality Promotion at th
Disease Control and Prevention. Th
membership is composed of hospita
tory, and other facilities.1

The FDA has two definitions of th
plant; one overarching and the other
tracking. The overarching FDA defin
implant is

a device that is placed into a surgic
rally formed cavity of the human bo
is regarded as an implant for the pu
part only if it is intended to remain
continuously for a period of 30 days
unless the Commissioner determines
order to protect human health.2

This definition is used by the FDA fo
ing the process a manufacturer must
applying for FDA medical device cle
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a device that is intended to be place
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updates to the FDA document titled
device tracking; guidance for industr
staff.”3

The FDA requirements for trackin
responsibilities of both the manufactu
final distributor. The final distributor
(eg, physician) or health care organiz
owns the device at the time of impla
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� name and address of the final dist
� lot, batch, model, or serial numbe

vice or other identifier necessary
device;

� name, address, telephone number,
security number (if available) of t
receiving the device, unless the p
to release the information to the m

� date when the device was provide
patient;

� name, mailing address, and teleph
of the prescribing physician; and

� name, mailing address, and teleph
of patient’s primary care physicia

When applicable, the final distribu
report to the manufacturer the date th
plant was

� explanted and include the name,
address, and telephone number o
planting physician;

� rendered out of use related to pat
� returned to the manufacturer; or
� disposed of permanently.6

Internal surgical staples (eg, gastro
staples) and wire used for sternal clo
sidered implants under the FDA gene
tion.2 These items do not meet the F
for tracking3; however, the NHSN do
tracking.4 The NHSN requires partici
care organizations to track patients w
for a period of one year to determine
an infection is present. Penrose drain
stents, urinary catheters, percutaneou
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tubes are not considered implants by
definitions. Many of these devices ar
contained within the body and most
moved shortly after insertion. Myring
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implants if the plan is to remove them
case of myringotomy tubes, if they a
to work their way out of the ear cana
panic membrane heals.

The FDA and the NHSN do not sp
health care organization must mainta
documentation. The FDA requires th
tributor to make applicable records a
the manufacturer upon written reques
manufacturer.3 These records are fre
maintained as a logbook, but, if the
is available and retrievable elsewhe
logbook is not required. If electron
tation is used, then software is avai
electronically generate a logbook in
a report. The report can be a summ
what is documented in the implant
the surgical record or other areas w
formation is documented. If a logbo
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ical record to find the information.
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entered into each section of the rec
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the definition of an implant (eg, cen
catheter, percutaneous endoscopic g
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the form. The entire patient health
may be used for obtaining the infor
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turer. Information needed to meet t
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perioperative nurse on the intraoper
or, if applicable, on a separate form
mation includes

� type and size of implant,
� placement and location of the imp

� name of the manufacturer or distributo
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This information is frequently unavai
ers; therefore, the perioperative nurse
ble for documenting it.

The information needed to comple
tracking includes whatever informatio
sary for the facility infection prevent
able to track the patient.4 Frequently,
tion required includes the patient’s d
a description of the implant, and th
location of the implant. The infecti
tionist and the perioperative docum
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mation should be documented withi
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narrative section of the perioperativ
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The FDA does not dictate the time
implant record retention by the final
but does require the manufacturer to
records for the useful life of each tra
The useful life of a device is the tim
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The risk management and legal dep
sentatives can assist in verifying comp
official guidelines and the necessity for
umentation to be completed before an
leased. An example of a guideline wou
Food and Drug Administration guidelin

final distributors, which include hos
implant devices, are responsible for
information to the manufacturer abo
Although a hospital that explants a
did not implant the device has no le
bility to inform the manufacturer, th
institution should notify the manu
identified on the device. If the man
the explanted device cannot be iden
device itself, the institution must ma
faith attempt to discover the manufa
and report the device’s explantation
tal cannot, then a record of the expl
attempt to identify the manufacturer
maintained in the hospital’s tracking

The risk management and legal de
also can assist in determining commu
dards regarding ownership of the exp
many communities, the explant is co
property of the patient because he or
chased it at the time of the surgical p
The decision regarding who will retu
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Team members should consider do
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where. The documentation should be comp
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Bring Your Clinical Questions to AORN’s Team
of Perioperative Nurse Specialists

When you find yourself puzzled by a clinical issue, remember that AORN’s perio
nursing specialists are just a telephone call away. For answers to your questi

contact the Center for Nursing Practice at (800) 755-2676.

AORN’s Perioperative Standards and Recommended Practices is an excellent r
for perioperative nurses. Purchase your copy at www.aornbookstore.org.
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