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Safety is Job No.1

Don't outsource your laser safety to a rental company. Make sure safety is
your priority.

John E. Hoopman, CMLSO

At the Unversity of Texas Southwestern Medical Center at Dallas, we are
fortunate to have access to more than 240 lasers. When looking at a new
procedure for a service that has no established patient base, | have the
luxury of borrowing technology from another facility until | can justify the
purchase.

Most likely, you're not in the same situation. Cost constraints often limit
your laser choices and options. Therefore, you might establish a
relationship with a laser rental company and lease your laser.

No matter which avenue you pursue, you must accept responsibility for
your laser safety program. Many laser rental companies may try to push
their own laser safety technicians to do your dirty work, but you're the
only one who can ensure your lasers are safe for staff and patients. For
larger facilities, this means having a designated, trained laser safety
officer (LSO) to provide oversight. For smaller private practices, this
means having the physician take on this responsibility, deftly delegating
some tasks to others.



Limiting Risk

The laser rental company provides an ideal solution for managing the
expense of lasers. In this way, the fledgling aesthetic practice can
establish "laser days" one to two days a month to see how the laser works
and whether the procedures can be profitable.

In surgical applications, physicians can rent the laser on a case-by-case
basis. The rental company will supply all the accessories, delivery and
setup of the device for one flat fee per case. This works well for a small
facility trying to establish a urological laser program, for instance. A
rental company supplies the Holmium YAG laser, appropriate laser fibers,
safety accessories, such as warning signs at each entrance of the
procedure room, safety glasses and/or goggles for each person in the
nominal hazard zone.

Many rental companies offer to provide an LSO, even packaging the
administrative services as a bonus at no additional costs. They will tell
you that relying on their technician for the safety aspects can relieve you
of the "burden"” of training and staffing.

This may sound like a great way to save time, money and headaches. In
reality, the company is ensuring you stay a customer. By relinquishing
control of this aspect of your practice, you're giving yourself another
excuse not to purchase a laser of your own. You're also relinquishing
control of measures that safeguard your patients and staff.

| have many questions for those who are considering outsourcing this
position. First, are you willing to turn over the safety of your patients to a
rental technician? In the case of bigger facilities, does your safety
committee know you've outsourced your laser safety? Most importantly,
do you know if the training of the rental-provided technician as a
"qualified medical laser safety officer" has been documented as current?
Moreover, who trained and provided that certification?



When used incorrectly, lasers can be dangerous to your patients and to
your staff. A rental technician might not have the gumption to stop a
procedure in progress and remove the laser from the
operating/procedure room if patient safety is compromised. Furthermore,
a rental technician may have a difficult time putting safety above profits.

In addition, if an incident occurs, you need to feel confident in the
company's ability to defend the actions of the facility in a litigious
situation. This means knowing the rental company is carrying the proper
amount of medical liability insurance, if at all.

LSO Responsibilities

The LSO isn't concerned with profits or hurting feelings, but with
protecting the patient, staff and organization. By definition, the LSO is the
person responsible for laser safety in your health care facility in
supervisory and administrative roles. A successful program requires
continual oversight and training.

In a larger facility, this is a full-time position. The LSO establishes laser
safety policy alongside the laser safety committee. Smaller facilities may
look at the option of cross-training existing perioperative personnel to
assume these duties. In a private practice, the onus falls squarely on the
physician's shoulders, since staff turnover often can be variable. The
important thing is having an assigned person or people who take
responsibility for this role.

The LSO has several responsibilities, including the following:

Ensure facility-wide initiatives. Large facilities likely will have a risk
management or safety committee for specific site policy and procedures.
These procedures establish standards for the clinical operation of medical
lasers in the operating rooms, clinics and laboratories. The LSO ensures
that these initiatives are followed whenever a laser is fired. The LSO
guides the risk management and safety committee on the proper safe use
of medical lasers. Again, in smaller private practices, this role would fall
on the physician.



Develop and provide annual review of policy and procedures. Laser
policies frequently change. Equipment updates, new lasers and upgraded
standards may require additional training. For these reasons, we
recommend staff training once a year and quarterly training for updates
on equipment if necessary.

Ensure physician and staff meet training requirements. Those working
with lasers should undergo consistent review annually. Many classes
provide laser essentials. This education should be documented, since this
can reduce liability if someone doesn't operate within the safe
parameters. Manufacturers often offer education on their specific lasers.
Other organizations, such as the American Society of Laser Medicine and
Surgery, Laser Institute of America and the Rockwell Laser Institute, also
provide good training programs. These classes should offer a basis in
general physics, safety and tissue interactions.

Coordinate with all laser vendors. Laser rental companies may not
always deliver on their promises. For example, they may deliver
equipment late or not provide safety goggles. Having someone in charge
of this oversight ensures the company provides safety equipment.

We've had a laser rental technician tell our operating room (OR) staff that
they didn't need to wear safety glasses simply because the tech neglected
to bring any. Of course, our OR staff turned him in, and he is no longer
welcome on our campus.

We have policies and procedures that delineate the laser rental
technician's responsibilities, and the laser rental company must sign this
as a contractual agreement. This ensures there is no miscommunication,
with a he-said/she-said situation.

Act as liaison among all medical specialties. Certain lasers, such as the
CO2 and Holmium, have multiple applications. In our facility, the LSO
coordinates laser use among departments. In addition, the LSO ensures
that those who use the laser fill out a log that details how they used the
equipment, at what times and whether any incidents occurred. The log



provides a paper trail, if anything happens to the equipment or the
people in the nominal hazard zone.

Review and approve laser privileges. An LSO also ensures that the
people using the laser have received clearance from the hospital. This
means their training is up to date and that their laser privileges are
signed and current. In addition, the LSO can also revoke laser privileges if
he notices abuses.

Report and resolve all laser-related incidents and accidents. Whether
you're a large facility or a small practice, you need to ensure an open and
publicized conduit for recording every accident or incident. Each person
on the staff must know the procedures for reporting an adverse effect or
a product malfunction. This will ensure that the LSO can take measures to
minimize further incidents.

A complete list of the LSO's duties and responsibilities are in the
American National Standards Institute (ANSI) Z136.3. The Laser Institute
of America provides these guidelines and offers LSO credentials. If you
don't have a copy of the ANSI Z136.3 "Safe Use of Lasers in Healthcare
Facilities," you should obtain one. Keep it on site for reference as part of
your facility's policies and procedures. No matter how small the facility,
someone must accept the role of overseeing safety for lasers. In smaller
cosmetic practices, physicians must ensure their staff is properly trained
and that each staff person is meeting safety requirements.

To date, | have yet to meet the medical professional who would let a
rental company control the operating or procedure room. A safety
committee would take definite heart-stopping pause if you relinquished
this control to someone who most likely is not as qualified or as educated
as you are.

When you accept the laser rental company's offer to cover your LSO
needs, you have given the rental company the authority to run your
operating room for all laser procedures. Of all laser company technicians

| have come to know in the past years, none truly understands the extent
of liability associated with running this equipment. The health care facility



itself must accept that role. Not doing so is a liability and can be
detrimental to the practice, your staff and your patients.

The Necessary Skills

Safety guidelines for the laser safety officer are outlined in the Appendix
F2 of the ANSI Z136.3 "Safe Use of Lasers in Healthcare Facilities"
educational guidelines.

The basic content of the ANSI Z136.3 includes the following 14 areas:

1.

2.

8.

9.

Laser physics/biological effects

System components/delivery, devices/instrumentation

. Federal, state, local regulations
. ANSI Z136.1, Z136.3 standards
. Institutional policy/procedures
. Hazard classification

. Access to laser key

Medical surveillance

Documentation/incident reporting

10. Anesthesia hazards/controls

11. Personal protective equipment

12. Patient protection

13. Operational skills workshops

14. Procedure for safety audits

To my knowledge, the Laser Institute of America provides the only laser
safety officer certification program. The organization drafts particular
guidelines and administers the written exam.



For the smaller practitioner, this may be a little more in-depth than
needed, but it's still a good idea to take a laser safety course. The
American Society of Laser Medicine and Surgery (ASLMS), Laser Institute
of America and the Rockwell Laser Institute provide excellent training.
Vendor-provided training is also useful in learning specific lasers along
with some qualified individuals that can often come to your facility.

No matter what avenue you pursue, be sure to get the background of the
instructors, and ask whether they have experience with various lasers.
Have they managed a laser safety program in a clinical setting? Do they
have the correct qualifications? And have they used many lasers, rather
than just a few?

The experience of the instructor can tell you a lot about the quality of the
course. In the end, you need to take accountability for these safety
aspects. Education is where it all starts.

- John E. Hoopman, CMLSO

John E. Hoopman, CMLSO, is the laser safety officer for the University of
Texas Southwestern Medical Center, Dallas, and allied hospitals. He has
more than 10 years of experience with lasers in research, surgical and
clinical applications. He manages the surgical, clinical and technical
aspects of more than 240 lasers on the Dallas campus. Hoopman is a
board member of the ANSI Z136 laser safety committee, vice chair of
ANSI Z136.3 and a consultant to the Texas State Board of Medical
Examiners and the Texas Bureau of Radiation Control concerning laser
safety. He can be reached at: john.hoopman@utsouthwestern.edu or
214-648-2416.
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PARTNERSHIPS IN LASER SAFETY: LASER RENTAL

COMPANIES AND YOUR HOSPITAL
Vangie Dennis, RN, CNOR, CMLSO

Clinical Manager Procedural Nursing

Gwinnett Medical Center — Duluth, Georgia

When lasers are introduced into a health care environment, be it a hospital, surgery cente
or a physician’s office, health care professionals must be prepare to address issues of
safety for both the staff and the patient. All lasers present hazards to patients, the
individuals utilizing them, as well as anyone present in the area which they are being
activated (nominal hazard zone). This equipment should be utilized in accordance with
established regulations, standards and recommended practices, manufacturers
recommendations, and institutional policies. Laser safety is based on knowledge of the
specific laser being utilized, its instrumentation, mode of operation, power densitites,
action in tissues, and risks.

With the rise in healthcare costs and dwindling reimbursements, many hospitals are
considering alternatives to bringing technology into the operating rooms. Over the last
decade, the use of laser rental companies has increased and has been a viable solution for
providing laser services without incurring the costs of expensive capital requisitions,
service contracts, and personnel to operate the laser system. There seems to be a
misconception on the part of facilities and hospitals that with the use of this type of
contracted service there is no responsibility or accountability on the hospital’s side for the
safety and validation of the individual operating the laser. Laser rental companies and
hospitals both have liabilities and both need to consider and should understand the roles
and responsibilities each have to the physician, hospital personnel, and patient.

A laser safety program is a requirement of the hospital facility, as well as the laser rental
company. The program establishes and maintains policies and procedures to ensure
control of laser hazards. Laser safety programs, policies and procedures should include,
but are not limited to the following:

e Laser Safety Officer (LSO) guidelines defining the authority and responsibility
for evaluation and control of laser hazards. A laser committee may need to be
developed when increased laser usage necessitates maintaining enforcement of
Standard Operating Procedures (SOPs).

e Criteria and education for procedures for all personnel working in a nominal
hazard zone. All personnel working with lasers should attend laser safety
education courses periodically with annual laser safety validation.



e Credentialing and clinical practice privileges of the medical staff are the facilities
responsibilities. Credentialing should be for specific laser procedures with
specific laser types.

e Implementation of laser hazard control measures.

A continuous quality improvement program to include appropriate use and
maintenance of equipment, management and reporting of accidents as well as
prevention.

A laser education program for personnel working with or around lasers must be in place
for facilities’ and companies’ specific laser(s), and must be specific to the procedures
being performed in the facility. The program must comply with applicable standards and
regulations covering all procedures and uses necessary to provide a safe environment.
Personnel should demonstrate and complete competency skills annually.

Laser Rental companies’ competencies should be no less stringent than that required of
personnel within the facility. The position statement from AORN on “The Role of the
Health Care Industry Representative in the Perioperative/Invasive Procedure Setting,”
states that the competency of an individual who provides direct or indirect patient care
should be held to the same requirements as the hospital employee. AORN recognizes the
need for a structured process for education, training, and introduction of procedures,
techniques, technology, and equipment to healthcare professionals practicing within the
facility.

Suggested components of the competencies include, but no limited to:
e Validation of a laser course as recommended by ANSI 136.6 2005 to include laser
physics and safety.
e Hands-on demonstration that is wavelength and specialty specific.

Other requirements for credentialing are:

e HIPAA compliance
Health and Safety, Age Specific competencies
Immunizations, background checks, and
Operating Room protocols.

The laser company should appoint a Laser Safety Officer (LSO) for the company with
their own policies and procedures, as well as their own laser log. Validation and
competencies should be required yearly with their personnel just as a hospital or medical
facility would require of theirs. Further more when the laser company brings their laser
into the hospital the employee of the company must understand the policies and
procedures and credentialing criteria specific to the hospital.

Laser companies have provided an alternative to the purchase of expensive laser systems
with either a growing laser service or a laser service with low volumes. Hospitals rely
heavily on the companies to provide the expertise for delivering the service and many
hospitals assume that the medical legal responsibility and accountability is the liability of
the company. Hospitals are not free from liability. The hospital personnel in the laser



treatment area are required to have the same laser competency as the laser operator from
the rental company. Even if the laser company provides their validated individual, the
facility personnel must be validated. The hospital staff should have validation of a course
on laser physics, and safety and their education must be specific to the wavelength and
specialty. A hospital should also have an LSO assigned for the hospital. Often hospitals
and medical facilities assume there is no responsibility on their end and that the laser
companies are accountable, holding them only obligated to pay the service provided.

Laser Safety is the responsibility of both the company and the hospital with a
collaborative approach to patient and personnel safety. It is important to understand that
regardless of the clinical setting the presence of laser equipment creates a need for unique
control measures and work practice controls to be developed and implemented. Whether
your setting is a small clinic, a doctor’s office or large hospital, laser safety is n ot the
responsibility of one individual, but the obligation and duty of everyone involved in the
laser surgery process. All personnel involved in the care of a patient may be in the
vicinity of the nominal hazard zone and thus should be educated appropriately to
maintain a safe environment for patient care. A well-developed laser safety program that
is developed according to the ANSI Z136 series can assure safety when implemented
properly. When everyone knows the fundamentals of maintaining a laser-safe
environment, risk of accidents, resulting from ignorance or noncompliance with policy, is
greatly reduced.

Vangie Dennis, RN, CNOR, CMLSO is Manager for Procedural Nursing for Gwinnett
Medical Center in Duluth, Georgia.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


