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The selfstudy lesson on this central service topic was
developed by 3M and AAMI (Association for the Ad-
J/ancement of Medical Instrumentation). The lessons
are administered by KSR.

Earn CEUs

The series can assist readers in maintaining their CS
certification. After careful study of the lesson, complete
the examination at the end of this section. Mail the
complete examination and scoring fee to Healthcare
Purchasing News for grading. We will notify you if you
have a passing score of 70 percent or higher, and you
will receive a certificate of completion within 30 days.
Previous lessons are available on the Internet at
www.hpnonline.com.

Certification

This inservice has been pre-approved by the CBSPD
for 1 Contact Hour. Follow the CBSPD CEU Protocols
for pre-approved in-services. The protocols can be found
on CBSPD website sterileprocessing.org or by calling
(CBSPD office at 908-454-9555.

For more information

Direct any questions to Healthcare Purchasing News
(941) 927-9345, ext 202.

Learning
Objectives

1. Explain why loaner
instrumentation is a growing
concern for the OR and Sterile
Processing.

2. Define ethical and moral
responsibilities and patient safety
issues associated with loaner
instrumentation.

3. Develop a policy for managing
loaner instrumentation.
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SPD and OR working
together to manage
loaner instrumentation

by Rose Seavey, RN, BS, MBA, CNOR, ACSP

ealthcare facilities often need to
Hborrow surgical instruments or
implants for specialty operative

procedures for an assortment of reasons.
Across the country the use of loaner instru-
mentation is on the rise. To our dismay it is
becoming common practice in most hospi-
tals and ambulatory surgical centers.

Surgical technology is changing con-
stantly and it is impractical for each
healthcare organization to own every in-
strument and implant that may be needed
for every surgical procedure. Surgeons are
often introduced to new technology, or a
procedure is done so infrequently that a
facility cannot afford to purchase all of the
instruments.

This article will offer guidelines for creat-
ing a policy on loaner instrumentation and
implants.

Why the big concern?

A major responsibility of healthcare provid-
ers is to minimize patient risks while increas-
ing patient safety. In the operating room, this
is particularly important in regards to sur-
gical wound infections. An essential way to
help avoid surgical wound infections is to
present surgical items that are free of con-
tamination at the time of use.' If you bor-
row instruments from another institution or
a vendor, you have the responsibility to
ensure these items are free of contamination
when used on your patients.

The management of loaner instrumenta-
tion and implants is recognized as a grow-
ing concern by many healthcare profession-
als. If you borrow instruments from a
vendor or another facility, it is the ethical
responsibility of the facility who is using the
instruments to make sure the items are safe
to use on their patients and that the process
is properly documented and fully traceable
to the patient.

Loaner instrumentation is a huge
worry for Sterile Processing employees
who reprocess instruments and implants
because they are responsible for decon-
taminating, packaging, sterilizing and
tracking these items.
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When loaner instrumentation comes in
the day of the case, as a stat, the Sterile Pro-
cessing technicians have to stop what they
are doing to take care of them. This press-
ing situation causes an interruption to the
routine, takes technicians away from their
other customers, and may result in errors
or elimination of critical tasks. As a result,
it may negatively affect the patients on
whom the stat items will be used, and could
negatively affect other patients in some
way as well.

Monitoring is a must

Hands down, the biggest concern with bor-
rowed items is the lack of time available to
properly process the borrowed items. The
user facility must have sufficient time to re-
process the items according to the device
manufacturer’s instructions for cleaning,
assembling, packaging and sterilizing. If
there are implants, a biological indicator (BI)
must be run in the load and the results read
out as negative before they can be released
for use. According to the Association for the
Advancement of Medical Instrumentation
(AAMI) standard, Comprehensive guide to
steam sterilization and sterility assurance in
health care facilities, ANSI/ AAMI ST79:2006,
section 10.6.3, “The sterilization of
implantables should be closely monitored
and each load containing implants should
be quarantined until it is verified that BI test-
ing has yielded negative results.”?

Product testing should also be performed
on all loaner instrumentation “as a part of
a complete quality assurance program to
ensure the effectiveness of the sterilization
process and to avoid wet packs.”? This test-
ing starts by placing multiple Bls and
chemical indicators (Cls) in areas of the
loaner instrumentation packaging consid-
ered to be the coldest or greatest challenge
to sterilant penetration. The wrapped or
containerized instrumentation should then
be labeled as a product test, placed in a typi-
cal load, processed according to the medi-
cal device manufacturer’s instructions, and
the results of the test documented. Loaner
instruments should only be routinely pro-



cessed after these tests show negative Bls
and acceptable Cls.

Controls should be in place for successful
management of these instruments and im-
plants. Any policies written to guide staff
in the appropriate handling of these bor-
rowed items should be enforced.

Flashing is not the answer!
In some facilities it seems it is “normal pro-
cedure” to flash large amounts of instru-
ments and implants. AORN does not
recommend flash sterilization of implants.
“Flash sterilization should not be used for
implantable devices. Implants are foreign
bodies, and they increase the risk of surgi-
cal site infection. Careful planning, appro-
priate packaging, and inventory manage-
ment in cooperation with suppliers can
minimize the need to flash sterilize implant-
able medical devices. When an implantable
device is sterilized at a healthcare facility, a
biological indicator should be run with the
load and the implant should be quarantined
until the results of the biological indicator
are known. If an emergency situation makes
flash sterilization unavoidable, a rapid-ac-
tion biological monitoring device should be
used along with a class V chemical integra-
tor. The implant should not be released un-
til the rapid-action indicator provides a
negative result. After the rapid-action nega-
tive result is obtained, the implant can be
released for use in the immediate situation.”!

Making a difference

Given insufficient time to reprocess instru-
mentation, technicians may take shortcuts,
and these shortcuts (i.e. flashing of instru-
ments and implants) may become part of
the routine or structure. This is never a good
idea. What can we do about it? It starts with
somebody that has the passion, moral stan-
dards, and willingness to make a difference
for the patients. You need to continue to
push the button until the process is im-
proved. There are others that can help you
in this quest, such as Infection Control, Qual-
ity, and Risk Management. After all, their
main concerns are the safety of the patients.
If you see a practice that is obviously wrong
it is your moral and ethical responsibility,
as healthcare providers and professionals,
to do something about it. Your patient’s
safety depends on it!

Obtainable resources

In April of 2004, the American Society for
Healthcare Central Service Professionals
(ASHCSP) and the International Associa-
tion of Healthcare Central Service Materiel
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Management (IAHCSMM) published an
updated joint position paper on effectively
managing loaner instruments and im-
plants.? In the fall of 2007 it was announced
that these two professional organizations
have agreed to unify.

The position paper addresses issues that
healthcare professionals face daily in effec-
tively managing loaner instrumentation and
implants. These up-to-date guidelines
should be used when developing policies
and procedures to improve management of
these instruments and implants. The empha-
sis is on developing a standardized system
that will allow all involved parties to access
information easily.

The following is a summary of the sug-
gestions formed and adopted by ASHCSP
and JAHCSMM.

* A joint venture must be developed be-
tween the vendor, SPD, and the OR. This
partnership must be built on cooperation
and trust. Healthcare facilities should in-
form vendors about time requirements for
pre-procedure and post-procedure pro-
cessing. These time lines should be ad-
hered to by the vendors. Vendors should
supply precise directions for reprocessing
requirements to include cleaning, disas-
sembling, sterilization (including flash
recommendations if necessary) and pack-
aging. Sterile Processing should maintain
a record of each tray that is used, includ-
ing time in and out, and other processing
specifics.
Policies and procedures should be created
in cooperation with vendors and/ or other
healthcare facilities, to address the efficient
management of loaner instrumentation
and implants from acquisition to disposi-
tion. These policies and procedures
should include ordering, transport in,
check in, pre-procedure processing, charg-
ing (if applicable), post procedure process-
ing, check out and transport out.
The designated staff responsible for the
management of loaner instruments and
implants must be trained and knowledge-
able of all aspects of this process.
Facilities should develop policies and pro-
cedures that can be used as instructions
to systematically manage loaner instru-
mentation and surgical implants. This in-
cludes items loaned from other healthcare
facilities and vendors for specific surgical
procedures as well as items consigned by
avendor to a healthcare facility and stored
in-house for their use.
* The procedure should discuss acquisi-
tion of loaner instrumentation, including
the following: initial request, communi-

cation, transportation, and designated re-
ceiving area which should be the decon-
tamination area.
Accountability and record keeping to
include:
° Instruments delivered to healthcare fa-
cility with sufficient time to permit in-
house disassembly, cleaning, packaging,
and sterilization of the instruments before
the scheduled surgery in accordance with
policy and procedures;
° Inventory list and manufacturer’s repro-
cessing instructions;
° Date and time of receiving the instru-
mentation as well as date and time of pro-
cedure and surgeon’s name;
° Quality checks;
° Cleaning and decontamination after use;
° Maintenance of complete records.
* Disposition of items to include:
° Returning items to vendor or other
healthcare facility;
° Documentation;
° Arrangement for replacement of any
damaged or lost instruments and used
implant software.
* Other considerations:
° Items received as single-use devices
should be in the original packaging from
the vendor;
° Instrument tracking software is helpful
in managing loaner instrumentation.?

Policy should be in writing
In order to make changes and to ensure safe
management of loaner instrumentation a
policy must be written. The joint paper
noted above can be very helpful in writing
your policy. It is imperative that this policy
be written and approved by SPD, OR, In-
fection Control, Risk Management, and
surgeons. Two other resources that should
be consulted when writing your loaner
policy are:

* The Association of perioperative Regis-
tered Nurses (AORN) 2007 Recommended
Practices for Sterilization in the Perioperative
Practice Setting, and

* AAMI's Comprehensive Quide tfo steam ster-
ilization and sterility assurance in health care
facilities. ANSI/ AAMI ST79:2006.

One of the most important recommenda-
tions that both organizations address is the
need to quarantine surgical implants until
the results of a biological indicator (BI) is
read as negative.

It is also a good idea to spell out, as part
of the policy, the consequences if the policy
is not followed.

See SELF-STUDY on page 32
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SELF-STUDY from page 31

Dealing with implants
According to the Food and Drug Adminis-
tration (FDA), an implant/implantable item
is defined as “a device that is placed into a
surgically or naturally formed cavity of the
human body if it is intended to remain there
for a period of 30 days or more. FDA may,
in order to protect public health, determine
that devices placed in subjects for shorter
periods are also ‘implants’.” [21 CFR
812.3(d)J?

Implants are foreign bodies left behind
that require additional attention to the ster-
ilization and quality control process because
the threat of surgical site infection is greater.?

There is a greater risk of infection to pa-
tients with an implant because:

* “First, they are left behind at surgery, so if
there are microorganisms on them, these
will remain in the body. Infections associ-
ated with implants may not be evident for
up to a year after surgery.

* Second, the placement of an implant of-
ten means the removal of tissue, with in-
terruption of blood supply and significant
manipulation of the tissues immediately
adjacent to the implant, creating an area
of potential safety for mi-

have been used to monitor the sterilization
process. The load should be quarantined un-
til the results of the BI testing are available
(CDC, 2003a).”2

AORN'’s updated policy agrees with the
AAMI recommendation. AORN states,

“When an implantable device is sterilized
at a healthcare facility, a biological indica-
tor should be run with the load and the im-
plant should be quarantined until the results
of the biological indicator are known”.!

If there truly is not enough time to wait
for the results of the BI due to an emergency
situation, AAMI’s position states: “When
documented medical exceptions dictate
(e.g., the need for trauma-related orthope-
dic screw-plate sets), it could be necessary
to release an implantable device before the
BI results are known. In this case, the release
of the device before the Bl results are known
should be documented; the BI result ob-
tained later should also be documented. It
is critical that this documentation be fully
traceable to the patient. Releasing implants
before the BI results are known is unaccept-
able and should be the exception, not the
rule. Emergency situations should be de-
fined in written guidance developed in con-

sultation with infection prevention and con-
trol, the surgeon, and risk management.”?

If implants must be flashed
According to Ramona Conner, RN, MSN,
CNOR, Perioperative Nursing Specialist for
the AORN Center for Nursing Practice, “If
there is not time to wait for the BI results
due to an emergency situation, the sterilized
implant can be placed on a corner of the back
table and segregated from the rest of the ster-
ile field until the rapid-readout BI is ready
to read. When the B result is negative, then
the implant can be placed in the patient. If
the BI result is positive, the implant hasn't
been used and the rest of the sterile field
hasn’t been contaminated.”*

Every effort should be made to avoid flash-
ing of implants. For instance, can the surgi-
cal schedule be moved around if you have
back-to-back cases to allow enough time to
properly reprocess the necessary items be-
tween cases? Another idea is that if there is
an anticipated need to use an instrument set
with implants in it (e.g. plates and screws)
for back-to-back cases, and you cannot ob-
tain another set, you could wrap and steril-
ize additional plates and screws separately.
That way, you have the

croorganisms to multi-

ply, further increasing | note—inad

Exception Form for Premature Release of Implantable Device/Tray

implants sterile with the
Bls read out in advance.

the risk of infection.
¢ Third, because there is in-

SHIFT: TIME:

gency si i i will be rel d from q
Service without the biological monitor result. This form should accompany the implant to the Operating Room.
Operating Room personnel should complete this form and return it to Central Service within 24 hours.

in Central
If an implant must be
released before the BI re-

AM PM sults are known, AAMI

terrupted blood supply, | oate:
antibiotics cannot easily
get to the microorgan-

PERSON COMPLETING THIS REPORT IN CENTRAL SERVICE:

suggests use of an Excep-

The following implantable devices/trays were prematurely released to the Operating Room:

tion Form for premature

isms if they do multiply

release of implants (see

enough to cause a clini-

Figure 1). This form al-

cal infection.
Fourth, the implant itself

NAME OF OR PERSON REQUESTING PREMATURE RELEASE OF DEVICES:

lows you to document the
pertinent information

may be vital to continu-
ing function of a body

system, such as would PATIENT NAME:

OPERATING ROOM REPORT:

about the incident, in-
cluding the reason for
premature release, and

occur with a total joint re-
placement, vascular
graft, or intraocular lens
placement. An infection

SURGEON NAME:

what could have pre-

TIME OF PROCEDURE:

AM PM DATE:

vented premature release

REASON PREMATURE RELEASE WAS NEEDED:

of the item. This should be

included into the policy

may not be curable with

and a copy of the Excep-
tion Form should be sent

the implant in place, and
removing it could

to infection control and

cripple or kill the pa-
tient.”

WHAT COULD HAVE PREVENTED PREMATURE RELEASE OF THIS DEVICE/TRAY?

risk management for ad-
ditional monitoring.

AAMI’s newest docu-

These forms can be moni-

ment on steam sterilization

tored to identify ways to

has specific recommenda-
tions on the release criteria
for implants (ANSI/ AAMI
5T79:2006, section 10.6.3):

DATE REPORT COMPLETED:

NAME OF OR PERSON COMPLETING THIS REPORT.

decrease the need to flash

“As with all cycles, the

FORM RETURNED TO CENTRAL SERVICE ON:

implants. Having hard
data, rather than anec-
dotal information, will
help our efforts to follow

sterilizer operator should

the AAMI guidelines and

review the sterilizer chart
or printout and the results
of other indicators that
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Figure 1: Exception Form for Premature Release of Implantable Device/Tray

Reprinted from ANSI/AAMI ST79:2006 with permission of the Association for the Advancement
of Medical Instrumentation, Inc. © 2006 AAMI www.aami.org. All rights reserved.

+ www.hpnonline.com

to achieve our ultimate
goal, which is to provide
safer patient care.
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Summary

A written policy is extremely helpful in
spelling out the accountability and conse-
quences when dealing with loaner instru-
mentation. Having all related healthcare
providers (including the vendors) involved
and on the same page in this effort is a must
if you hope to have a successful loaner pro-
gram. Loaners must be considered contami-
nated and sent directly to decontamination
for reprocessing and the manufacturers’ rep-
resentatives must provide reprocessing di-
rections in writing. Responsibilities and the
need for good documentation must be
spelled out in the policy. Implants should
have Bl results before they are used and they
should not be flashed.

We can no longer make excuses by saying
we can’t do that. Instead we need to say we
MUST do it. The OR and SPD working to-
gether need to be the change agents to make
this happen. Begin by involving Infection
Control, Risk Management, and Quality in
your efforts. Share the issues and “excuses”
with them and ask for their help. We all have
an enormously big part in infection preven-
tion and we can make a difference in creat-
ing a successful loaner program, and improv-
ing patient safety. What if the patient was
your loved one? Would you want their in-
struments “rushed”? HPN
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SPD and OR working together to manage

1.

Eal

v

loaner instrumentation

Circle the one correct answer:

Loaner instrumentation is a not a concern
in most healthcare facilities.

A. True

B. False

Surgical technology is changing constantly
making it impractical for facilities to own
every instrument and implant needed.

A. True

B. False

Healthcare providers have a major role in
minimizing patient risks and increasing
patient safety.

A. True

B. False

Controls should be in place for successful
management of loaners.

A. True

B. False

Implants should not be released before
the results of the biological indicators
have been read.

A. True

B. False

Presented by
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AAMI and AORN published a joint position
paper on effectively managing loaner
instruments and implants.

A True

B. False

Flash sterilization should not be used for
implantable devices.

A. True

B. False

There is a lower degree of chance of
infection with implantable devices.
A. True

B. False

All loaners must be considered contaminated
and delivered directly to the
decontamination area.

A. True

B. False

. If an implant must be released before the BI

results are known, AAMI suggests you use
an Exception Form for premature release of
implants.

A. True

B. False
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Request for Scoring

e I have enclosed the scoring fee
of $10. (Payable to KSR Publish-
ing, Inc. We regret that no refunds
can be given. Multiple submissions
may be paid with a single check.)

Name

Detach exam and return to:
Continuing Education Division
KSR Publishing, Inc.

2477 Stickney Point Road, Suite 3158
Sarasota, FL 34231

PH: 941-927-9345 Fax: 941-927-9588

Please print or type. Return this page only.

Title

Hospital Name

Mailing Address

Apt/Suite

City, State, Zip

Daytime Phone
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