Arizona Administrative Register / Secretary of State

Notices of Supplemental Proposed Rulemaking

NOTICES OF SUPPLEMENTAL PROPOSED RULEMAKING

After an agency has filed a Notice of Proposed Rulemaking with the Secretary of State’s Office for Register publication and the
agency decidesto make substantial changes to the rule after it is proposed, the agency must prepare a Notice of Supplemental Pro-
posed Rulemaking for submission to the Office, and the Secretary of State shall publish the Notice under the Administrative Proce-
dure Act (A.R.S. § 41-1001 et seq.). Publication of the Notice of Supplemental Proposed Rulemaking shall appear in the Register
before holding any oral proceedings (A.R.S. § 41-1022).

NOTICE OF SUPPLEMENTAL PROPOSED RULEMAKING
TITLE 12. NATURAL RESOURCES
CHAPTER 1. RADIATION REGULATORY AGENCY
PREAMBLE

1. Reqister citation and datefor the original Notice of Proposed Rulemaking:
Notice of Proposed Rulemaking: 7 A.A.R. 5585, December 21, 2001

2. Sections Affected Rulemaking Action
R12-1-209 Repeal
R12-1-209 New Section
R12-1-1401 New Section
R12-1-1402 Amend
R12-1-1403 Amend
R12-1-1404 Amend
R12-1-1405 Amend
R12-2-1406 Amend
R12-1-1407 Amend
R12-1-1408 Amend
R12-1-1409 Amend
R12-1-1410 Amend
R12-1-1411 Repeal
R12-1-1412 Amend
R12-1-1413 Amend
R12-1-1414 Amend
R12-1-1415 Amend
R12-1-1416 Amend
R12-1-1417 Repeal
R12-1-1418 New Section
R12-1-1421 Amend
R12-1-1422 Amend
R12-1-1423 Amend
R12-1-1425 Amend
R12-1-1426 Amend
R12-1-1427 Amend
R12-1-1429 Amend
R12-1-1433 Amend
R12-1-1434 Amend
R12-1-1435 Amend
R12-1-1436 Amend
R12-1-1437 Amend
R12-1-1438 New Section
R12-1-1439 Repeal
R12-1-1439 New Section
R12-1-1440 Repeal
R12-1-1440 New Section
R12-1-1441 Repeal
R12-1-1441 New Section
R12-1-1442 New Section
R12-1-1443 Amend
R12-1-1444 Amend
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5.

Appendix A
Appendix B
Appendix C

Notices of Supplemental Proposed Rulemaking

Amend
New Section
New Section

The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules are implementing (specific):

Authorizing statute: A.R.S. § 30-654(B)
Implementing statutes: A.R.S. 88 30-657, 30-671(B), 30-672, and 30-673
The name and addr ess of agency personnel with whom persons may communicate regarding the rules:

Name:
Address:

Telephone:
Fax:
E-mail:

Danigl H. Kuhl

Arizona Radiation Regulatory Agency
4814 S. 40th Street
Phoenix, AZ 85040

(602) 255-4845, ext. 233
(602) 437-0705
dkuhl @arra.state.az.us

An explanation of therules, including the agency’sreasonsfor initiating therules:
Introductory Statement: The purpose of this supplemental rule proposal is to establish training standards for operators
of lasers and Intense-pulsed light (IPL) devices used for medical cosmetic procedures. Other changes are described in
thisproposal andin 7 A.A.R. 5585, December 21, 2001.

R12-1-209:

Article 14:

This description of R12-1-209 is arepeat of aprevious listing as noted above.

Licensing requirements for devices or equipment that produce nonionizing radiation are being
moved to Article 14, where the devices are regulated. Article 2 returns to its origina format
which was the registration of devices or equipment that produce ionizing radiation. Additionally,
the notification requirementsin this Article are being combined into asingle rule, R12-1-209, for
clarification purposes.

This description of the proposed rule changes in Article 14 is a repeat of the listing as noted
above, with the exception of the change noted in the introductory paragraph. The new registra-
tion requirements, formerly licensing requirements, in R12-1-1401 are moved from Article 2, in
an attempt to consolidate all of the nonionizing requirements in a single Article and to separate
nonionizing regulations form ionizing regulations. With the separation it is believed that the use
of “registration” rather than “license” better describes the regulatory process that is used to
record the possession of nonionizing devices.

The definitions in R12-1-1402 are updated to correspond with current Federa standards. Defini-
tions are added that will be helpful in understanding the training requirements for laser and 1PL
users.

A number of new requirements are added R12-1-1413, R12-1-1414, and R12-1-1415 to keep
Arizona abreast of the most current tanning standards. Because of the potential hazard associated
with laser and IPL devices, Class Il and |11 medical devices that can be used medical cosmetic
procedures, the Agency is proposing new rules regulating their use in R12-1-1438 and R12-1-
1439, rather than R12-1-1417 aswaslisted in 7 A.A.R. 5585, December 21, 2001. The rules reg-
ulating the use of high intensity mercury lamps are moved to R12-1-1418. R12-1-1433 is rewrit-
ten to include the latest laser standards. Also, the rule is reorganized to more easily access this
rule's requirements. The rules formerly in R12-1-1439 are moving to R12-1-1440; the rules for-
merly in R12-1-1440 is moving to R12-1-1441; the rules formerly in R12-1-1441 are moving to
R12-1-1442. These changes are made to accommodate the new training rules regulating medical
uses of lasersand I PLs, previously described. The new Class |11alaser lighting and entertainment
products used for commercial purposes will move to R12-1-1441 with this change. Because of
the public hazard associated with their misuse, it is believed this rule is needed. The outdated
laser classification measurements that are currently listed in R12-1444 will be replaced with an
incorporated reference to the current federal standards. Many of the rules contained in Article 14
are being amended so that they will contain current language and format. Application informa-
tion needed to register a nonionizing radiation producing machine will be listed in a new Appen-
dix B. A new Appendix C will list the essential material for an acceptable training program for
laser/IPL users.

6. An explanation of the substantial change which resulted in this supplemental notice:

As aresult of comments received during the public hearing held for the original proposed rules, the Agency changed
“direct supervision” of operators by a licensed practitioner, using a laser or IPL medical cosmetic procedures, to
“indirect supervision.” The change was made because of the hardship placed on many of the current operators, who at
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this time are not required to be supervised by alicensed practitioner and the relatively minor hazard associated with
the operation of these Class Il surgical devices. Additiona comments were made concerning the qualifications of
operators not being directly supervised. Therefore, the Agency, with the aid of the regulated community and other
interested state agencies, developed training criteria for operators. (It should be noted that federal law requires that
these devices only be sold to licensed practitioners.)

The new rules were originally located in R12-1-1417 and R12-1-1439. Definitions were added to R12-1-1402 to aid
in the understanding of the new rules. This supplemental package removes R12-1-1417 and any reference to photo-
thermolysis, and training requirements for laser usersin R12-1-1439. New standards for operation of lasersand IPL's
used for medical cosmetic procedures are proposed as a new rule, R12-1-1438 and requirements that must be met by
anyone wishing to train operators are added. Standards for Agency approved training programs relisted in anew rule,
R12-1-1439. Included in the change, an Appendix C is added. It lists the standards for an operator training program.
With the changes noted above, rules originally located in R12-1-1439 through R12-1-1441 increase by one rule num-
ber so that R12-1-1441 will be R12-1-1442.

I~

A showing of good cause why therules are necessary to promote a statewide interest if theruleswill diminish a pre-
vious grant of authority of a political subdivision of this state:

Not applicable

8. Thepreliminary summary of the economic, small business, and consumer impact:

The changes proposed for Article 2 should not pose a financia burden on radiation-producing machine users. The
changes are made in an attempt to reorganize and at the same time clarify the requirements associated with registra-
tion of ionizing radiation producing machines.

Article 14 has undergone the most extensive review and associated proposed changes. Many laser and tanning facility
requirements are being incorporated from the most current Federal standards. These changes may present some
increase in operating cast, if auser has not made an effort to stay abreast of industry safety. The actual cost associated
with staying abreast of the new standards is unknown, however, it is believed to be minima when compared to the
cost of the machines that produce the nonionizing radiation. As stated above, new requirements for supervision and
training for laser systems and IPL’s used for medical cosmetic procedures are newly proposed at thistime. The annual
cost to register a system will be $40. It is estimated that there are less than 25 users of IPL systemsin the state at this
time, affected by the new rules. The number of affected laser usersis unknown. It is estimated that atraining program
for lasers and IPL’s, used for medical cosmetic procedures will range from $750 to $2000. Lastly, with the addition of
Class Illa laser lighting and commercial entertainment products to R12-1-1441, a $350 registration fee will be
assessed because of the public hazard associated with their misuse.

9. Thename and address of agency personnel with whom persons may communicate regarding the accuracy of the
economic, small business, and consumer impact statement:

Name: Daniel H. Kuhl

Address: Arizona Radiation Regulatory Agency
4814 S. 40th Street
Phoenix, AZ 85040

Telephone: (602) 255-4845, ext. 233
Fax: (602) 437-0705
E-mail: dkuhl @arra.state.az.us

10. Thetime. place. and nature of the proceedings for the adoption., amendment. or repeal of the rules or, if no pro-
ceeding is scheduled. where, when. and how persons may request an oral proceeding on the proposed rules:
An oral proceeding at the Agency is scheduled for Thursday, September 25, 2003, at 9:00 am. A person may submit

written comments concerning the proposed rules by submitting them no later than 5:00 p.m., September 25, 2003, to
the following person:

Name: Aubrey V. Godwin, Director

Address: Arizona Radiation Regulatory Agency
4814 S. 40th Street
Phoenix, AZ 85040

Telephone: (602) 255-4845
Fax: (602) 437-0705
11. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules:
Not applicable
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12. Incorporationsby reference and their location in therules:

Rule Incorporation

R12-1-1402(B) 21 CFR 1040(10), there are 5 listingsin thisrule

R12-1-1402(B) ANSI Z136-1, American Sandard for the Safe Use of Lasers

R12-1-1402(C) 21 CFR 1040(30)(d)

R12-1-1404(A) IEEE C95.1-1999, Standard for Safety Levels with Respect to Human Exposure to
Radio Frequency Electromagnetic Fields

R12-1-1405(A) IEEE C95.1-1999, Standard for Safety Levels with Respect to Human Exposure to
Radio Frequency Electromagnetic Fields

R12-1-1407(F) 21 CFR 1040(30)

R12-1-1413(A) 21 CFR 1040(20)

R12-1-1413(D) 21 CFR 1040(10)

R12-1-1422(C) 21CFR 1040(10)

R12-1-1425(A) 21 CFR 1040(10)

R12-1-1425(B) 21 CFR 1040(10)

R12-1-1426(A)
R12-1-1426(A)
R12-1-1426(B)
R12-1-1426(C)
R12-1-1426(D)
R12-1-1426(E)
R12-1-1427(A)
R12-1-1429

R12-1-1441(A)
R12-1-1441(R)
R12-1-1442

R12-1-1444(B)

ANSI Z2136.1, American Sandard for the Safe Use of Lasers
21CFR 1040(10)
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
21 CFR 1040(10)
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
21 CFR 1040(10)
21 CFR 1040(10)
ANSI Z2136.1, American Sandard for the Safe Use of Lasers
21 CFR 1040(10)

13. Thefull text of therulesfollows:

TITLE 12. NATURAL RESOURCES

CHAPTER 1. RADIATION REGULATORY AGENCY

ARTICLE 2. RABHA - ! . JSHN .
WHEEREGHSTFRAHOSN-ANB-MAMMOGRARH-GFAGHATY-CERHHCGAHON
REGISTRATION, INSTALLATION, AND SERVICE OF IONIZING RADIATION PRODUCING MACHINES:
AND CERTIFICATION OF MAMMOGRAPHY FACILITIES

Section
R12-1-209.

REGISTRATION OF NONIONIZING RADIATION SOURCES AND STANDARDSFOR PROTECTION AGAINST
NONIONIZING RADIATION

Section

R12-1-1401. Repealed Registration of Nonionizing Radiation Sources and Service Providers
R12-1-1402. Definitions

R12-1-1403. General Safety Provisions and Exemptions

R12-1-1404. Radio Frequency Equipment Reguirements

R12-1-1405. Radio Frequency Exposure Limits

R12-2-1406. Radio Frequency Hazard Caution Signs, Symbols, Labeling, and Posting

R12-1-1407. Specia-Reguirementsfor Microwave Ovens
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Laser and Collateral Radiation

Laser/IPL User Safety Training Approval

Laser Light Shows and Demonstrations

R12-1-1408. Reporting of Radio Frequency Radiation Incidents
R12-1-1409. Medical Surveillance for Radio Frequency Occupationa Workers
R12-1-1410. Radio Frequency Compliance M easurements Eriteria
R12-1-1411. LieensingefTFanningFacHities Repealed
R12-1-1412. Tanning Operations & al-Safel
R12-1-1413. Tanning Equipment Standards
R12-1-1414. OperationandYse-of Tanning Equipment Operators
R12-1-1415. Tanning Facility Warning Signs and-StatementsforFanningFaeitties
R12-1-1416. Reporting of Tanning |njuries tapuriestrTFanningFaeities
R12-1-1417. Hightntensity-Mereury-YaperBischarge-(HHD}-amps Repeal
R12-1-1418. Reserved High Intensity Mercury Vapor Discharge (HID) LamDs
R12-1-1421. Laser Safety Reguirements-Surveysang-Recerds
R12-1-1422. GeneralReguirementsforAH Laser Facilities
R12-1-1423.  Laser Prohibitions
R12-1-1425. Laser Product Classification
R12-1-1426. 2 P
Exp_osure Limits

R12-1-1427. Regdirementsfor Laser Caution Signs, Symbols, and Labels
R12-1-1429. Posting of Laser Facilities
R12-1-1433. Laser-controlled Areas
R12-1-1434. Laser Safety Officer (LSO) Buties
R12-1-1435. Laser Protective Eye Wear ferUse-trtaserFaeHities
R12-1-1436. Reportmg of Laser Incidents
R12-1-1437. A
R12-1-1438. Repealed Reqwrementsfor Laser and Light Based Cosmetic Procedures:
R12-1-14309. . i
R12-1-1440.
R12-1-1441. ; i
R12-1-1442. Repealed Measurements and Calculations to Determine MPE Limits for L asers
R12-1-1443. Laser Compliance Measurement Instruments
R12-1-1444. Laser Classification Measurements

Appendix A. Radiofrequeney-Beviees Radio frequency Devices

Appendix B. Repealted Application Information

Appendix C. Cosmetic Laser/IPL Operator Training Program

REGISTRATION, INSTALLATION, AND SERVICE OF IONIZING RADIATION PRODUCING MACHINES:

AND CERTIFICATION OF MAMMOGRAPHY FACILITIES

>

A reqgistrant shall notlfv the Agency within 30 days of any Chanqe to the information contained in the notice of registration

or, certificate issued according to R12-1-208.

o

A person who possesses a radiation machine registered by the Agency shall notify the Agency within 15 days if the

machine is discarded or transferred to another person. The notification shall contain the name and address of the person

receiving the machine, if it is sold, leased. or transferred to another person; the manufacturer, model, and serial number of

the machine; and the date the machine was taken out of service.
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ARTICLE 14. RHESFORTHECONTROL-OFNONIONIANGRABHAHON

REGISTRATION OF NONIONIZING RADIATION SOURCES AND STANDARDSFOR PROTECTION AGAINST

NONIONIZING RADIATION

R12-1-1401. Repeated Registration of Nonionizing Radiation Sources and Service Providers

A.

B.

1o

m|©

m

A person shall not use a nonexempt nonionizing radiation source, defined in R12-1-1402, unless the source is registered
by the Agency.

A person possessing a honexempt nonionizing radiation source shall submit to the Agency an application for registration
at least 30 days prior to itsfirst use.

1. Nonexempt nonionizing sourcesrequiring aregistration are listed in R12-1-1302.

2. The person applying for the registration of a nonexempt nonionizing source shall use an application form provided by
the Agency.

3. The applicant shall provide the information identified in Appendix B of this Article.

A registrant shall notify the Agency within 30 days of any change to the information contained in the registration, or sale

of asource that results in termination of the activities conducted under the registration.

In addition to the application form, the applicant shall remit the appropriate registration fee specified in R12-1-1306.

Persons operating more than one facility, where nonionizing radiation producing sources are used, shall apply for a sepa-

rate reqgistration for each facility.

A person in the business of installing or servicing nonionizing radiation sources shall apply for registration of the business

activities with the Agency 30 days prior to furnishing the service. Application for registration shall be on aform provided

by the Agency and shall contain the information required in A.R.S. 8 30-672.01.
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General definitions:
“Cosmetic procedure” means. Use of medical lasers or intense pulse light (IPL) devices, approved by the Federal
Food and Drug Administration (FDA). for the purpose of hair removal, spider vein removal, skin rejuvenation, non-
ablative skin resurfacing, skin resurfacing. port wine stain removal. epidermal pigmented skin lesion, or tattoo
removal.

“Indirect supervision” means: For |asers or [PL used for cosmetic procedures: there shall be, as a minimum, responsi-
ble supervision and control by alicensed practitioner who is easily accessible by telecommunication. The supervising

practitioner shall have ordered the application of radiation prior to its application, shall have established a method for
emergency medical care in the absence of the supervising practitioner, and shall assume legal liability for the service
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rendered by the indirectly supervised operator, who has participated in sufficient supervised training, as specified in
R12-1-1438, to allow the supervised operator to function under indirect supervision.

“Licensed practitioner” (see A.A.C. R12-1-102).

“Nonexempt nonionizing radiation source” means any system or device containing a nonionizing radiation source
listed in R12-1-1302(F).

“Medica Director” means a licensed practitioner, as defined in A.A.C. R12-1-102, who delegates a laser, |PL or
other light emitting medical device procedure to a non-physician. The medical director shall be qualified to do the
procedures themselves within their license scope of practice.

Radio frequency and microwave radiation:

“Accessible emission level” means the level of radio frequency radiation emitted from any source, expressed in terms
of power density in milliwatts per square centimeter or electric and magnetic field strength as appropriate, and to
which human access is normally possible.

“Far field region” means the region in which locally uniform distribution of electric and magnetic field strengths
exists in planes transverse to the direction of propagation. The far field region shall be taken to exist at distances
greater than 2D2/ A from the antenna, where \ is the wavelength and D is the largest antenna aperture dimension.

“Near field region” means the region near an antenna in which the electric and magnetic field components vary con-
siderably in strength from point to point. For most antennas the outer boundary of the region shall be taken to exist at
adistance A /21t from the antenna surface, where A is the wavelength.
“Radio frequency controlled area” means any area to which access is controlled for the purpose of protection from
radio frequency radiation.
“Radio frequency exposure limits’ means the maximum permissible whole body exposure to humans, from any
source of radio frequency radiation.
“Radio frequency source” means a radiation source or system which produces el ectromagnetic radiation in the fre-
uen rum.

“Radio frequency radiation” means that electromagnetic radiation (including microwave radiation) with frequencies
in the range of 0.3 megahertz to 100 gigahertz.
“Safety device” means any device incorporated into a radio frequency source which is designed to prevent human
access to excessive levels of radio frequency radiation.

Laser:
“Accessible emission level (AEL)” means the maximum accessible emission level permitted within aparticular class.
For purposes of this Article this term is synonymous with “ accessible emission limit.”
“Accessible radiation” means radiation to which it is possible for the human eye or skin to be exposed in normal
usage.
“Angular subtense” means the apparent visual angle, a, as calculated from the source size and distance from the eye.

“Aperture’” means an opening through which radiation can pass allowing human access to the radiation.

“Aperture stop” means an opening serving to limit the size and to define the shape of the area over which radiation is
measured.

“Certified laser product” means that the product is certified by a manufacturer pursuant to the requirements of 21
CFER 1040, 2003 edition, Published April 1, 2003, by the Office of Federal Register National Archives and Records
Administration, incorporated by reference and on file with the Agency. This incorporation by reference contains no
future editions or amendments.

“CDRH” means the Center for Devices and Radiological Health.

“Class 1 laser” means alaser or laser system that may produce visible or invisible laser radiation. Under all normal
conditions of operation, a Class 1 laser is considered to be incapable of causing injury from directly viewing the radi-
ation beam.

“Class 2 laser” means a laser or laser system that produces low-power visible laser radiation not exceeding 1 mW.
Eye protection is normally afforded by the natural blink reflex time (0.25 s). Direct viewing of the radiation beam
from a Class 2 laser is prohibited.

“Class 2a laser products” means any laser product that permits human access to levels of visible laser radiation in
excess of the Class 2 accessible emission limits, during its operation, but does not permit human access to levels of
laser radiation in excess of the accessible Class 2a emission limits.

“Class 3alaser” means alaser or laser system that produces moderate levels of visible or invisible laser radiation of 1
to 5 mW and requires more stringent control than a Class 2 laser. For those Class 3alasers whose output is visible, the
normal aversion response is generally sufficient to prevent eye injury. However, the use of collecting optics, e.g. bin-
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oculars, can produce retinal injury. Because the radiation beam is not observed in Class 3alaser that produces ultravi-
olet or infrared emissions the accessible emission level does not rely upon the normal aversion response, but rather on

the fact that the eye of the exposed individual will not fixate on the radiation beam long enough to cause injury.

“Class 3b Laser” means alaser or laser system that produces visible laser radiation of 5 to 500 mW of visible contin-
uous wave output and 5 to 500 m\W of invisible infrared laser radiation. A Class 3b laser is considered medium power
laser and is capable of producing eye injury when viewed directly or with optics, even if viewed momentarily. The
normal aversion response (0.25 s) to a Class 3b laser does not prevent injury. A Class 3b laser does not usually pro-
duce a hazardous diffuse reflection or fire hazard. At the upper end of the Class 3b power range skin burns may be
possible.

“Class 4 laser” means a laser or laser system that produces visible or invisible laser radiation capable of causing
injury to the eye and skin, and dangerous specular and diffuse reflections. Improper use may result in afire hazard.

“Class 1, 2, 3, 4 facility” means a facility which has one or more Class 1, 2 (including 24), 3 (including 3a.and 3b). or
4 |asers respectively. Facilities containing more than one class of |aser shall be classified according to the highest
laser class.

“Collateral radiation” means any electronic product radiation, except laser radiation. emitted by a laser as a result of
the operation of the laser or any component of the laser product that is physically necessary for the operation of the
laser. The accessible emission and maximum permissible exposure limits for collateral radiation are specified in 21
CFR 1040(10), 2003 edition, published April 1, 2003, by the Office of Federa Register National Archives and
Records Administration, incorporated by reference and on file with the Agency. This incorporation by reference con-
tains no future editions or amendments.

“Continuous wave” (cw) means the output of alaser which is operated in a continuous rather than a pulsed mode. For
purposes of these rules, a laser operating with a continuous output for a period = 0.25 seconds, is regarded as a cw
laser.

“Controlled area” means an area where the occupancy and activity of those within is subject to control and supervi-
sion for the purpose of protection from radiation hazards.

“Demonstration laser” means any laser manufactured, designed, intended or used for purposes of demonstration,
entertainment, advertising display, or artistic composition.

“Embedded laser” means an enclosed laser with an assigned class number higher than the inherent capability for the
laser system in which it is incorporated, where the systems lower classification is appropriate due to the engineering
features limiting accessible emission.

“Enclosed |aser” means alaser that is contained within a protective housing of itself or of the laser system in which it
is incorporated. Opening or removal of the protective housing provides additional access to laser radiation above the
applicable M PE than possible with the protective housing in place. (An embedded laser is an example of one type of
enclosed laser.)

“Federal performance standard for light-emitting products” means the regulations in 21 CFR 1040(10), 2003 edition,
published April 1, 2003 by the Office of Federal Register National Archives and Records Administration, incorpo-
rated by reference and on file with the Agency. This incorporation by reference contains no future editions or amend-
ments.

“Human access” means access to laser or collateral radiation by any part of the human body.

“Incident” means an event or occurrence which results in a real or suspected accidental exposure to |aser radiation
which caused or is likely to cause biological damage.

“Integrated radiance’” means radiant energy per unit area of a radiating surface per unit solid angle of emission,
expressed in joules per square centimeter - steradian.

“Irradiance” means the radiant power incident on an element of a surface divided by the area of that e ement,
expressed in watts per square centimeter.

“Laser” Seethe definition in Article 1.

“Laser controlled area’” means any area into which human access is restricted for the purpose of radiation protection.

“Laser energy source’” means any device intended for use in conjunction with alaser to supply energy for the opera-
tion of the laser. General energy sources such as electrical supply mains or batteries, shall not be considered to consti-
tute laser energy sources.

“Cosmetic procedure protocols’ means delegated written authorization to select specific laser/IPL settings, initiate
laser/IPL procedure, and exercise appropriate follow-up.

“Laser product” means any manufactured product or assemblage of components which constitutes, incorporates, or is
intended to incorporate a laser or laser system. A laser or laser system which is intended for use as a component of an
electronic product shall itself be considered a laser product.
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“Laser protective device” means any device used to reduce or prevent exposure of personnel to laser radiation.
Included are: protective eye wear, garments, engineering controls, and operational controls.

“L aser radiation” means all electromagnetic radiation emitted by alaser product, within the spectral range specified
in the definition of “laser,” which is produced as a result of controlled stimulated emission.

‘L aser Safety Officer” (LSO) - means any individual, qualified by training and experience in the evaluation and con-
trol of laser hazards, who is designated by the registrant and has the authority and responsibility to establish and

administer the laser radiation protection program for a particular facility.

“Laser system” means an assembly of electrical mechanical, and optical components which include alaser.

“Limited Exposure Duration (T )" means an exposure duration which is specifically limited by the design or

intended use(s).

“Maintenance” means performance of those adjustments or procedures specified in user information provided by the
manufacturer with the laser or laser system, which are to be performed by the user to ensure the intended performance
of the product. It does not include operation or service as defined in this Section.

“Maximum permissible exposure (MPE)” means the level of laser radiation to which a person may be exposed with-
out hazardous effect or adverse biological changes in the eye or skin. MPE limits for eye and skin exposure listed in
ANSI 7136.1-2000, American National Standard for Safe Use of Lasers, 2001 Edition, Published by the | aser Insti-
tute of America, Incorporated by reference and on file with the Agency and the Office of Secretary of State, and for
collateral radiation. in 21 CFR 1040(10), 2001 edition, published April 1, 2001, by the Office of Federal Reqgister
National Archives and Records Administration, incorporated by reference and on file with the Agency. Both incorpo-
ration by references contain no future editions or amendments.

“Maintenance” means the performance of those adjustments or procedures by the user to keep eguipment in its
intended operating condition. M aintenance does not include operation or service.

“Operation” means the performance of the laser or laser system over the full range of its intended functions (normal
operation). It does not include maintenance or service as defined in this Section.

“Protective housing” means any panel, partition, dividing wall, or similar device which prevents human access to
laser or collateral radiation in excess of the prescribed accessible emission limit.

“Pulse duration” means the duration of alaser pulse: usually measured as the time interval between the half power
points on the leading and trailing edges of the pulse.

“Pulse interval” means the time duration between identical points on two successive pulses.

“Radiance’” means the time-averaged radiant power per unit area of aradiating surface per unit solid angle of emis-
sion, expressed in watts per square centimeter per steradian.

‘Radiant energy” means energy emitted, transferred or received in the form of radiation, expressed in joules.

“Radiant exposure” means the radiant energy incident on an element of a surface divided by the area of that el ement,
expressed in joules per square centimeter.

“Radiant power” means the time-averaged power emitted, transferred, or received in the form of radiation. expressed
in watts.

“Safety interlock” means a device associated with the protective housing of alaser product, system or facility which
prevents human access to laser and collateral radiation in excess of the prescribed accessible emission limit.

“Sampling interval” means the time interval during which the level of accessible laser or collateral radiation is sam-

pled by a measurement process. The magnitude of the sampling interval in units of seconds is represented by the sym-
bol “t”.

“Secured enclosure’” means an enclosure to which casual access is impeded by appropriate means, such as a door
secured by lock, by latch, or by screws.

“Service” means the performance of those procedures or adjustments described in the manufacturer’s instructions
which may effect any aspect of the performance of the laser or laser system. It does not include maintenance or oper-
ation as defined in this Article.

“Tmax’See limiting exposure duration.

“Uncertified laser product” means any laser which has not been certified in accordance with the requirements of 21
CFR 1040(10), 2003 edition, Published April 1, 2003, by the Office of Federal Register National Archives and
Records Administration, incorporated by reference and on file with the Agency. This incorporation by reference con-
tains no future editions or amendments.
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Ultraviolet, high intensity light, and intense pulsed light source:

“Consumer” means any member of the public who is provided access to a tanning device in exchange for a fee or
other compensation. or any individual who, in exchange for afee or other compensation., is afforded use of atanning
device as a condition or benefit of membership or access.

“EPA” means the United States Environmental Protection Agency.
“FDA” means the United States Food and Drug Administration.

“High intensity mercury vapor discharge (HID) lamp” means any mercury vapor or metal halide lamp incorporating a
high-pressure arc discharge tube that has a fill consisting primarily of mercury and that is contained within an outer
envelope but does not include the tungsten filament self-ballasted mercury vapor or metal halide lamp.

“Intense pulsed light device” means, for purposes of R12-1-1438, any |lamp-based device that produces an incoherent
filtered intense light.

“Maximum exposure time” means the greatest continuous exposure time interval recommended by the manufacturer
of a product.

“Protective sunlamp eye wear” means any device designed to be worn by a user of a product to reduce exposure of
the eyes to radiation emitted by the product.

“Sanitize” means the effective bacteria treatment of surfaces of equipment and devices by an EPA or FDA registered
product which provides a sufficient concentration of chemicals, and enough time to reduce the bacterial count,
including pathogens, to a safe level. Chemical germicides that are registered with the EPA as hospital disinfectants
when used at recommended dilutions and directions, may be approved for sanitizing of tanning devices.

“ Self-extinguishing lamp” means any HID lamp which ceases operation in conformance with the requirements of the
performance standard in 21 CFR 1040(30)(d), 2003 edition published April 1, 2003, by the Office of Federal Register

National Archives and Records Administration. incorporated by reference and on file with the Agency. This incorpo-
ration by reference contains no future editions or amendments.

“Sunlamp product” means any €electronic device which incorporates one or more ultraviolet lamps and isintended for
use to induce skin tanning.

“Tanning device” means any equipment, that emits el ectronic radiation with wavelengths in the air between 200 and
400 nanometers including, but not limited to, a sunlamp. ultraviolet lamp. tanning booth, facial unit, UVA wand, or
tanning bed. A tanning device also means any accompanying equipment, including, but not limited to, protective eye
wear, timers, ballasts, starters, lamps, reflectors, cooling fans, acrylics, comfort pillows and hand rails, room. booth.,
cabinet, or other enclosure which houses sunlamp products for the purpose of irradiating any part of the human body
for cosmetic or non-medical purposes.

“Timer” means a device provided to terminate radiation exposure at a preset time.

“Ultraviolet lamp” means any light source that produces ultraviol et radiation and that is intended for use in any sun-
lamp product.
“Ultraviol et radiation” means electromagnetic radiation with awavelength in air of between 200 and 400 nanometers.

R12-1-1403. General Safety Provisionsand Exemptions

A. Nochange

1. Nochange

2. The Heensee registrant provides sufficient information to enable the Agency to determine that alternative methods of
achieving the same or a greater level of radiation protection will be used.

B. The lieensee registrant shall:

1. Ensure that nonionizing radiation sources are operated erby by individuals who have been trained and have demon-
strated competence in the safe use of the sources eguipment.

2. Provide safety rulesto individuals operating nonionizing radiation maehires sources and ensure the shatmake-these
individuals are aware of any operating restrictions and procedures needed restrietions——operating—technigues
reguired for the safe use of the maehines sources.

3. Nochange

4. Thefollowing records shall be retained for three years for Agency review: Retainreeordsreluding-but-nettimited

to:
a R&eults of aII phyS|caI surveys and callbratlons requwed by this Article for five years,
b ey vevea

eb. Radlatlon source mventon&e v
ec. Malntenance servu:e and mod|f|ca[|ons and R
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ed. Inci dents involving known or susoected exposure to nonionizing radiation in excess of theHmltspeFmanentdee-

maximum permissible exposure I|m|ts speclfled in thls Article.

C. A registrant Fheteensee shall not operatererpermit-the-eperatien-of; a nonionizing radiation maehire source unless the
waehine source complies with all of the applicable requirements of this Article.

R12-1-1404. Radio Frequency Equipment Regtirements

A. A radiation source Ragiatienraehires emitting accessible emission levels exceeding the maximum permissible radio fre-
quency exposure levels for uncontrolled areas specified in IEEE C95.1 1999 49941, Institute of Electrical and Electronics
Engineers Standard for Safety L evels with Respect to Human Exposure to Radio Frequency Electromagnetic Fields, 3kHz
to 300 GHz, 1999 edition 1994FEditien, Published by the Institute of Electrical and Electronic Engineers, Inc., incorpo-
rated herein by reference, and on file with the Agency the Offiee-ef-Seeretary-ef-State, and containing no future editions or
amendments, shall be operated only in aradio frequency controlled area, so arranged as to prevent human exposure in
excess of the apphcable va ues. Each p0| nt of access |nto a radlo frequency controlled area shall be posted according to
R12-1-1406. with-w ‘ .

B. Radio frequency maehines sources which are required to operate in a be-eperated-raradiefregueney controlled area
shall incorporate visual or audible emission indicators which function only during production of radiation.

C. Sources of radio frequency emissions, which are physically separate separated from the source’s means of activation ef
the-saurees by a distance greater than 2 twe meters, shall be provided with a visual or an audible emission indicator at
indicaters-at-beth the source and the point of activation.

D. Visua emission indicators shall be se located so that use of the indicators ebservation does not require human exposure to

radio frequency radiation in excess of the appheablevaluesta-theradio-frequeney exposure limits.

E. Safety devices designed to prevent human exposure to excessive radio frequency radiation shall be inspected for proper
operation at intervals not to exceed one month.

F.  Nochange

Radio frequency maehines sources shall be physically secured against unauthorized use and tampering erbetrg-tarmpered

R12-1-1405. Radio Frequency Exposure Limits

A A recnstrant shall not expose a person to radio frequency rad|at|on in exceﬁ; of the limits specified in ¥he4+eenseeean

tute of EIectncaI and EIectronlcs Englneers Standard for Safety Levels with Respect to Human Exposure to Radlo
Freguency Electromagnetic Fields, 3kHz to 300 GHz, 1999 edition 4991Editien, published Published by the Institute of
Electrical and Electronic Engineers, Inc., incorporated herein by reference and on file with the Agency the-Office-ef-Sec-

retary-ef-State, and containing no future editions or amendments. with-the following-exelusions:

B.EAt frequenmes between 300 kHz and 100 GHz—LEEEGQMQl—MSMuteeFEleetned—md—Eleetreme&Eng#e&s&m

en#ewrththe@ﬁ-reeeféeeFetaryLef—Stete he exposure limits may be exceeded |f the exposure cond|t|ons can be shown
by laboratory procedures to produce specific absorption rates (SARS) below 0.4 watts per kilogram averaged over the

whole body, and spatial peak SAR values below 8 etght watts per kilogram averaged over 1 any-ene gram of tissue.
C.2ZAt frequenmes between 300 kHz and 1 GHz—the+EEEGQ§+%991—M§+HteeFELeetneaLandEteeﬂm%e&Engmeers&aﬁ

eqeeanel—en—f-deaﬁﬁth—theefﬁceoféeeretai&y—ef—&ate he exposure Ilmlts may be exceeded if t
power to the radiating device is 7 seven watts or less.
R12-2-1406. Radio Frequency Hazard Caution Signs, Symbals, L abeling, and Posting

A. Each point of access to controlled Radie-fregqueney-eontreled areas shall be elearly posted with caution signs of the type
designated in Figure 1 at-eachpeint-of-aecessto-such-areas.
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ALUMINUM LETTERS |.
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. INSERT WARNING DATA OR
ALUMINUM
BORDER INSTRUCTIONS IN THIS AREA

BLACK BACKGROUND

Place handling and mounting instructions on reverse side.
D = Scaling unit
Lettering: Ratio of letter height to thickness of letter lines.
Upper triangle: 5tolLarge
6 to 1 Medium
Lower triangle: 4tolLarge
6 to 1 Medium
4. Symbol is square, triangles are right-angle isosceles.

wnN e

Fig. 1

B. ODeratl nq Drocedure restrl ctlons or Ilmltatl ons used to prevent unnecessary or excessive Any-Hinitations-errestrietion-h
. essive exposure to radio frequency radiation shall be posted

in ancatl on eleaFIy visi bIe to the operanr
C. The location of warning Warnirg signs and labels shall not result in the observer being exposed to belocated-sueh-that

ebservation-doeesnetreguire UNnecessary or excessive expesdreto radio frequency radiation.
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R12-1-1407. Speer-al—R-equr-rement—s—f—er— M icrowave Ovens

Microwave ovens not meeting the requi rements in21 CFR 1040(30) 2003 edition. published April 1, 2003, by the Office of
Federal Register National Archives and Records Administration, incorporated herein by reference and on file with the Agency.
shall be registered with the Agency. This incorporation by reference contains no future editions or amendments.

R12-1- 1408 Report|ng of Radio Frequency Rad|at|on InC|dents

A.
1405.
B.
1405.
C . g aral s

A reqrstrant shall renort to the Aqencv |mmed|atelv a known or susnected Dersonnel exposure in excess of 500% of the
limitsin R12-1-1405.

R12-1-1409. Medical Surverllancefor Radlo Frequency Occupatlonal Workers

medical examrnatr on upon reduest bv the Aqencv to an |nd|vrdual exr)O%d to radiation reported to the Agency according
to R12 1-1408.

+dent|-fy—theLpat|ent—has—leeen—remeved A reqlstrant shall request an |nd|V|duaI under going a med|cal exammatlon in

accordance with subsection (A). to provide a copy of the results to the Agency.

R12-1-1410. Radio Frequency Compliance M easurements Grtera

A. Measurements made to determine compliance with R12-1-1405 shall be made with instrumentation capable of measuring
apprepriate-for the field strength and frequency of the radiation in question rediatienste-be-evaluated.

B. Instrumentation used for compliance measurements shall be calibrated every 12 months. have-beer-calibrated-within-the

precedingyrear. The calibration shall be traceableto &naﬂenal—standard—mamtarned—by—the Nationa Institute of Standards

and Technology (NIST). ,
C. Compliance measurement of exposure cond|t| onsin the near fi eI d shaII consst of measurements of the electric and mag-

netic field components. The applicable protection standards for near field measurements shall be the mean squared €l ec-
tric and magnetlc fleld strengths referenced in R12 1-1405 m—tEEEGQS—l—%QQi—msHtuteef—Eleemeal—and—Eteetrenres

D. Measurements to determine compliance in far field expoetJre conditions may be actual measurements of power density in
milliwatts per square centimeter, or the calculated equivalent plane wave power density based on measurement of either
the electric or magnetic f|eId strength The apphcable protectlon standards shall be the power densrty vaI ues referenced in
R12-1-1405. i : a :
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E. Measurements made in accordance with this rule shall include:-—Fhe-easarementreguirements-of-this-Section-shalt-be
1. Measurements-of-beth Both eectric and magnetic field strength obtained with an strengths-are-ebtained-where-the
emission frequency is 300 megahertz or less; and
2. Measurementof The electric or magnetic field strength is expressed in terms of power density.
F. For m|xed or broadband fields at a number of frequenuee for WhICh there are different vaI ues of protect|0n standards+a

fractlon of the appropnate exposure I|m|t |ncurred W|th|n each frequency |ntervaI shall be determ|ned and the sum of all
the sueh fractions shall not exceed unity (1).

G. A compliance measurement Cemphancereasarements shall be made at distances of 5 five centimeters or greater from
any object.

H. A registrant shall make measurements that are Measdrements-shatt-be averaged over a six-minute period for pulsed and
non-pulsed modes of radio frequency emission. Correction shall be made for duty cycle in determining the average field

strength.
R12-1 14]_’L l:reens-ng—ef—'Fan-nr-ng—Faer-Hﬂ&s QQ

R12-1-1412. Tanning Oper ations Gereral-Safety-Reguirermentsfor-the-Operation-of FanninrgaeHities
A reqgistrant Fhe-Heensee shall establish and maintain a program of written policies and procedures for radiation safety suffi-
cient to assure compliance with the requirementsin R12-1-1412 through R12-1-1416.

R12-1-1413. Tanning Equipment Sandards

A. Only sunlamp products manufactured and certified to comply with 21 CFR 1040.20, 2003 edition, published April 1,
2003 1993-editionpublished-ApriH1-1993; by the Office of Federal Register National Archives and Records Administra-
tion, incorporated herein by reference and on file W|th the Agency the@tﬁeebf%eeretary—ef%tate and containing no
future editions or amendments, a zlas shall be
used in tanning facilities. Compliance shaII be based on the standard in effect a the time of manufacture as shown on the
equipment deviee identification labdl.

B. Defective or burned-out lamps, or filters, shall be replaced before further use of the tanning device.

C. Thedefective or burned-out lamp, or filter, shall be replaced with atypeintended for usein that equipment deviee as spec-
ified on the sunlamp product label en-the-suntamppreddets, or; with lamps or filters that are equivalent under the FDA
regulations and polices applicable at the time of manufacture. If equivalent |lamps are used instead of the Original Equip-
ment Manufacturer (OEM) required lamps, a copy of the equivalency certification, provided by the lamp supplier, shall be
maintained on file for review by Agency inspectors.

D. Each sunlamp product shall have atimer and control system which compllee with 21 CFR 1040. 10 2003 edition, bub-
lished April 1, 2003, : 4
Apri1-2993; by the Office of Federal Reg|ster Nat| onaI Arch|ves and Records Adm|n|strat| on mcorporated here|n by
reference and on file with the Agency the-Offiee-ef Seeretary-of-State. This incorporation contains no future editions or
amendments. The timer and control system shall meet the following requirements:

The timer interval shall not exceed the manufacturer’s maxi mum recommended exposure time.

Each timer shall be functional and accurate to within +/- 10% of the maximum timer interval of the product.

The timer may not automatically reset and cause radiation emission to resume for a period greater than the unused

portion of the timer cycle, when the emission from the sunlamp has been terminated.

The registrant shall ensure that the timer is tested annually for accuracy.

New facilities (including existing facilities with change of ownership) shall install remote timer controls prior to the

operation of sunlamp products. Existing sunlamp products not equipped with a remote timer control system are

required to have remote timer controls (outside of sunlamp product room) installed no later than six months after June

1, 2002.

Each sunlamp product shall be eguipped with an emergency shutoff mechanism to allow manual termination of the

UV exposure by the consumer.

E. Each sunlamp broduct shaII have physical barners to protect users from injury cau%d by touchlnq or breaking lamps.

[ =

< [~

©
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F. Each tanning facility using stand-up beeths sunlamp products shall comply with the following: special-reguirerments:

1
2.
3.

4.

Physical Fhere-shall-be-physiea barriers, handrails, floor markings or other means shall be present to indicate the
proper exposure distance between the ultraviolet lamps and the user’s skin.

Fhe-A tanning booth shall be constructed in such away as to eenstruction-of-the-beeoth-shal-be-such-that-i-witl with-
stand the stress of use and the impact of afalling person.

A tanning booth shall be accessed Aeeessto-beeths-shal-be through doors of rigid construction, opening outwardly.
Handrails and non-dlip floors shall be provided.

The interior temperature of atanning device shall be controlled such that it does not exceed 100 degrees Fahrenheit
(38 degrees Centigrade).

R12-1-1414. ©peratiorand-Yse-of Tanning Equipment Operators

A. At Fhereshal-bepresent-during-operating-hoursat
ning equipment deviees used at the facility shall be present during operating hours and-ablete-trferm-and-assist-cach-user

|east one operator knowledgeable in the correct operation of the tan-

m%heﬁicepeeuseef—the{aﬂm-ﬁgeeweee The operator shall:

Ensure that only one person isin the tanning room when the tanning equipment is being operated:;

Ensure that no one under 18 years of age is allowed to use the tanning equipment without written permission from a
parent or guardian.

Limit exposure time to the exposure time to manufacturer’s recommendation provided on the equipment label or
operator’'s manual.

Ensure the maximum exposure time in a 24-hour period recommended by the manufacturer is not exceeded.
Maintain arecord of each user’s total number of tanning visits and tanning times for Agency inspection. The records
shall be kept for three years from the date of the recording.

B. Prior to use of atanning-deviee tanning equipment the operator shall: by-any-Hrdividaa-the-eperator-shall:

N

> w

Provide to the user sanitized protective sunlamp eye wear and directions for its use; isproperuse.
Demonstrate to the user any the-use-ef physical aids, used-as-apprepriate; to maintain proper exposure distance as rec-
ommended by the manufacturer of the tanning equipment:; deviee:
Ensure the exposure timer is set so that the user is not exposed to excess radiation; Set-the-timer
Instruct the user on the maximum exposure time and proper distance from the radiation source recommended by the
manufacturer of the equipment; and
Instruct the user as to the location and proper operation of the emergency shutoff switch
trained operator shall control a sunlamp’s timer.

o
= 1o

Training of operators shall include:
a  Therequirements of this Section;
b. Facility operating procedures, to include:
i. Determination of skin type and associated duration of exposure;
i. Proceduresfor use of minor and adult user consent forms;
iii. Potential for photosensitizing foods, cosmetics, and medications;
iv. Reguirements for use of protective eye wear by users of the equipment; and
V. Proper sanitizing procedures for the facility, equipment, and eye wear,
Manufacturer’s procedures for operation and maintenance of tanning equi pment;
Recognition of injury or overexposure; and
Emergency procedures used in the case of an injury.
Records of training shall include dates and material covered. and be maintained for three years from the date the
training was provided, for Agency inspection.

A Ilst of trai ned operators shall be Dosted at thefaC|I|tv JiheepacateeshaHmeaehmdeHaHe%hemaﬂaiaetwers

I® |2 o

E—D Prior to thefirst use of atann| ng fa(:|||ty in each calendar year:;

The user shall be required to read a copy of the warning in Section R12-1-1415;

The user shall sign a statement that the information in subsection (D)(1) has been read and understood.

For illiterate or visually handicapped persons, the warning statement shall be read by the operator in the presence of a
Wltnees Both the Wltne$ and the operator shall sign the statement
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R12-1-1415. Tanning Facility War ning Signs and-Statermentster—FanrningactHties
A. A registrant shall conspicuously post the warning sign described in subsection (B) within 1 meter (39.37 inches) of each
tanning device. The sign shall be clearly visible, not obstructed by any barrier, equipment or other object, and easily
viewed by the user before operating the tanning device. The sign shall read as follows:

L R L
DANGER - ULTRAVIOLET RADIATION

1. Follow instructions.

2. Avoid overexposure. As with natural sunlight, exposure can cause eye and skin injury and allergic reactions. Repeated
exposure may cause premature aging of the skin, dryness, wrinkling, and skin cancer.

3.  Wear protective eye wear.

FAILURE TO USE PROTECTIVE EYE WEAR MAY RESULT IN SEVERE BURNS OR LONG TERM INJURY TO THE EYES.

4. Medications or cosmetics may increase your sensitivity to the ultraviolet radiation. Consult a physician before using a
sunlamp if you are using medications or have a history of skin problems or believe you are especially sensitive to sunlight.
5. If you do not tan in the sun, you are unlikely to tan from use of this device.

khkhkkkhkhkhkhkhhkhkhkhhhhhhhhdhhhhhhhhhhhhdhhhhhhhhhhdhddhhhhhhhhdhdhhhhhhhhhhdhdddrhhrrhhdx*x

B. A sign shall be posted in conspicuous view at or near the reception area with the following text:

PERSONS UNDER AGE 18 ARE REQUIRED TO HAVE PARENT OR LEGAL GUARDIAN SIGN
AUTHORIZATION TO TAN IN THE PRESENCE OF A TANNING FACILITY OPERATOR

The lettering on each warning sign shall be at least 10 millimeters high for all words shown in capital letters and at least 5
millimeters high for all lower case |etters.

& Thesignshal-readastellows-

o P

khkhkkkhkhkhkhhkhkhkhhhhhhhhhdhhhhhhhhhhhhhhhhhhhhhhdhhhhhhhhhhdhdddhhhhhhhhhhdhdddrhhrrhhdx*x

R12-1-1416. Reporting of Tanning | njuries HrjuresHrFarnrirgaciities
A. A registrant FheHeensee shall report an incident involving any eye injury, skin burn, fall injury, if the fall occurs within

the tanning device or while entering or exiting the device, laceration, or infection believed to be pessibly transmitted by
use of the tanning device.
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A registrant shall provide a written report of the incident to the Agency within 10 Fherepert-shal-be-forwarded-te-the
Ageney—wrtht—nten working days of its occurrence or the date the registrant became aware of the incident registrant-gaired

No change
The name of the user; ;
2. Name and location of the tanning facility; ;
3. A description of rature-ef the injury and its causes: ;
4
5

The name and address of the health care provider treating the user, if any; ; and
Any other information the Heensee registrant may consider relevant to the incident.

R12-1-1418. Reserved High Intensity Mercury Vapor Discharge (HID) L amps
HID lamps not meeting the requirements in 21 CFR 1040(20). 2003 edition. published April 1, 2003, by the Office of Federal

Register National Archives and Records Administration, incorporated herein by reference and on file with the Agency, shall be

registered with the Agency. Thisincorporation by reference contains no future editions or amendments.

R12-1-1421. Laser Safety Req-ut-Fanent-s—Squeys—and—ReeeFds

A.

D.

The requirements contained in this rule
wedifieation; shall apply to laser productsin their intended mode of operatlon only. Durlng manufacture and r%arch and
development activities, when some engineering controls may be inappropriate, the LSO shall specify aternate require-
ments to obtain equivalent laser safety protection.

A r@strant shall establlsh and malntaln a program of laser radiation safety ?he—l+eensee—sha”—appemt—a—laser—satety

and-sh es sh-anaHmA N +-an-effecthve pbroaram-o e dia

Each Heensee reqlstrant shall conduct ral ead i ten-surveys as may be neces-

sary to comply with R12-1-1433 prior to initial use, wttal—l—y—pne#te%teeperaﬁen—upen following system modifica-

tions, and redtinely at intervals not to exceed six months. Surveys shall include but-ret-betmited-to:

1. A determination that all laser protective devices are labeled correctly and functioning within the design specifica-
tions, and are proper for the type and class of lasersin use; -

2. A determination that all warning devices are functioning Within their design specifications; -

3. A determination that each laser controlled areais properly identified, access is controlled, and the area is posted with
accurate warning signs in accordance with R12-1-1427; -

4. A re-evaluation of potential hazards from surfaces which may be associated with Class 3 4 and Class 4 P+ beam
paths,_and -

5. Nochange

A registrant Fhetieensee shall retain records of:

1. Surveys Resdhtsef-alphysieal-sarveys made to determine compliance with this Article;
2. Operating Recerds-indieating-any-restrietion-t-operating procedures necessary to prevent unnecessary or excessive

exposure to laser or collateral radiation;

3. Incidents Reeerdsrelating-to-any-taeident for which reporting to the Agency is required in pursdantte R12-1-1436;
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4. Medical Resdltsof-medieal surveillance to determine extent of injury resulting from exposure to laser or collateral
radiation;
5. Nochange

R12-1-1422. GenerabReguirementsferAH Laser Facilities
A. Each laser product shall have a protective housing which prevents human access during-eperation to laser and collateral

radlatlon that exceedsthe I|m|tsfor Class1 Iasersef—emssJ—and-paragraphsA—and—Eref—'Fabte% inR12-1- 1426 —Wherever

Ilmlts of the Ioweet Iaser cla$ necessary to perform the |ntended functl on.
B. To prevent accessto radiation above M PE Ilmlts each Iaser dev|se shaII have asafetv lnterIock which prevents operatlon
of the laser when removing A-sdl !
be-previded-for any portion of the protect|ve housr ng Wh|ch—by—deergn can be removed or d|spI aced W|thout the use of
tools during normal operation or mai ntenance,a y s es et
1. Adiustmentduring-operation-serviee Service, testi ng, or mai ntenance of a Iaser contal ning |nterIocks shall not cause
the interlocks to become inoperative or the radiation to exceed M PE limits outside protective housing except where a
laser controlled area as specified in R12-1-1433 is established.

2. Nochange

3. For Class 3b H#b and 4 P+ continuous wave (cw) lasers, the interlocks shall turn off the power supply or interrupt the
beam.

4. No change

5. Multiple safety interlocks or ameans to preclude removal or displacement of the interlocked portion of the protective
housing shall be provided if + failure of asingle interlock could result in: weutd-aHew:

a  Human accessto levels of laser radiation in excess of the radiant power accessible emission limit of Class 3atHa
laser radiation, or
b. Laser radiation in excess of the accessible emission limit of Class 2 H-te-be emitted directly through the opening

created by removal or d|spl acement of that port|on of the protect|ve housi ng—then—ertheemum-plesatety—r-nter-

C. A laser with AH viewing ports, viewing optics, or display screensincluded as an integral part of an enclosed laser or laser
system shall:

1. Incorporate a suitable meansto attenuate the laser and collateral radiation transmitted through the port to less than the
MPE and the accessible emission limits for coIIateraI rad|at|on frem in2l CFR 1040(10) 2003 ed|t|on published

April 1, 2003, # by the

Office of Federa Reg|ster Nat| onal Archlves and Records Adm| nlstratl on, mcorporated herer—n by reference and on

file with the Agency Office-of Secretary—of-State. This incorporation by reference contains no future editions or

amendments; and—dhderany-conditions-of-eperation-ef-thetaser

Have specific administrative procedures and use controls such as interlocks or filters determined by the L SO if there

is increased hazard to the eye or skin associated with the use of Fhetasersafety-efficershal-determine the-petentiat
fer—r-nereased—hazard—that—theeseef optlcal systems such as lenses, tel escopes and mlcroscopesmay—eausetetheeye

N

D. Each Class 3 l—I+ or 4 B+ Iaser product shaII provide V|sual or aud|bIe indication dunng the emission of accessible laser
radiation in excess of the limits of Class 1 +.
1. For class 3 HHb, except those which allow access only to lessthan 5 milliwatts peak visible laser radiation, and Class

4 P lasers, theindication shall be sufficiently prior to emission of such radiation to allow appropriate action to avoid

exposure.

No change

No change

No change

Class 3b and Class 4 lasers for human use shall only be used by alicensed practitioner, or under the indirect supervi-

sion of alicensed practitioner.

E. Inaddition to the contents of signs, symbols and labels prescribed in R12-1-1427, R12-1-1428, and R12-1-1429, each He-
ensee registrant shall provide near the signs, symbols and labels within the laser facility operating procedure restrictions

o1 > w N

and any additional information whieh-is necessary to ensure compliance with this Article and minimize exposure to laser

and oFf coIIateraI radlatlon Wrth+nataed+ty
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R12-1-1423. Laser Prohibitions

A. AnNe individual shall not be permitted to look directly into alaser beam, directly at specular reflections of alaser beam,
or adign alaser by eye while looking along the axis of a beam when the intensity of the sueh beams or reflections exceed
the M PE limits. exceedsthe MPEHmMitsinthisAtticle:

B. A registrant Fhetieensee shall not permit an any individual to enter alaser- controlled area if the when skin exposureisin
excess of the MPE limits, istHkehrunless the Heensee registrant provides and requires the use of protective clothing,
gloves, and shields.

C. Nochange

R12-1-1425. Laser Product Classification

A. Each laser product or installation shall be classified on the basis of that-combinatien-of emission level, emission duration,
and wavelength of accessible laser radiation emitted over the full range of resulting operational capability which+esuHs,
any time during the useful life of the sueh product or installation, according to #r-aceerdance with-therequirements-of the
federal performance standards for light-emitting products contained in 2-EFR-1040-10- 21 CFR 1040(10), 2003 edition,
published April 1, 2003, by the Office of Federal Register National Archives and Records Administration, incorporated
herein by reference and on file with the Agency. This incorporation contains no future editions or amendments.

B. Themodification of any laser product or installation, which affects any aspect of performance or intended functions of the
sueh product or installations, shall require reclassification and relabeling according to +r-aeeerdancewith- 21 CFR-1040-10
21 CFR 1040(10) 2003 edition, published April 1, 2003, by the Office of Federal Register National Archives and Records
Administration, incorporated herein by reference and on file with the Agency and the Office of Secretary of State. This
incorporation contains no future editions or amendments.

C. Any laser system that isincorporated into alaser product that is subject to the requirements of this Article and that is capa-
ble, without modification, of producing laser radiation when removed from the sueh laser product, shall #self be consid-
ered a laser product, and-shal-be-separately subject to the applicable requirements of this Article for laser products in its
class. Upon removal it H shall be classified on the basis of accessible |aser radiation emission ef-taserradiation-when-so
remeved.

R12-1-1426.

ttors Laser and Collateral Radia-

tion Exposure L imits

A. A registrant Ne-tHeensee shall not use, or permit the use of aany laser product preduets or installation which allows human
exposure in excess of the MPE limits. Included are the intrabeam MPE limits for the eye, MPE to the eye for extended
source viewing, and the MPE limits for skin exposure. The MPE limits are in ANSI Z136.1-2000 4993, American
National Standard for Safe Use of Lasers, 2000 edition 1993-Editien, Published by the Laser Institute of America, Incor-
porated herein by reference and on file with the Sffiee-ef-Seeretary-of-State Agency, and accessible emission limitsin 21

CFR 1040(10), Fitle-21; 2003 edition, published April 1. 2003, Cede-of Federal-Regulations-Seetion-1040-10-1993-Edi-

tronrPublished-Apri--1993; by the Office of Federal Register National Archives and Records Administration, incorpo-

rated by reference and on file with the Agency the-Office-ef Seeretary-of-State. This incorporation by reference contains
no future editions or amendments.

EB. Exposure to collateral rad|at| on shall not exceed the access bIe em|sao n limi ts |n 21 CFR 1040( 10) 2003 ed|t|on Dub-
) by

the Office of Federal Reg|ster Nat|onal Arch|ves and Records Adml nlstratlon mcorporated by reference and on file with

the Agency the-Office-of Secretary-ef-State. This incorporation by reference contains no future editions or amendments.

R12-1-1427. Reguirementster Laser Caution Signs, Symbols, and Labels

A. Except as otherwise authorized by the Agency, signs, symbols and labels prescribed by this Section shall use the design
and colors specified in ANSI Z136.1- 2000 4993, American National Standard for Safe Use of Lasers, 2000 edition 1993
Editien, published by the Laser Institute of America, Incorporated herein by reference and on file with the Sffice-ef-See-
retary-of-State Agency. Thisincorporation by reference contains no future editions or amendments.

B. No change

C. Nochange
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' a - that the reader of the Iabel or sign is

not exposed to Iaser or collateral rad|at|on in excess of the M PE and AEL I|m|ts while reading the label or sign.

E. Nochange

F. Each laser shall have a labd permanently and legibly affixed which identifies—n-accordanee-with-therequirementsin
Fitle 24 Code-of Federal-Regulations—Part-1040,1993Editien; the classification of the laser according to 21 CFR
1040(10), 2003 edition, published April 1, 2003-Published-AprH—1-1993; by the Office of Federa Register National
Archives and Records Administration, incorporated by reference and on file with the Agency the-Office-of Secretary-of
State. This incorporation contains -eentaintag no future editions or amendments. the-elassification-ef-thetaser

G. At position 2 on the warning logotype affixed to a Class 3 and Class 4 Each-ClassHl-and-\V laser shall state-at-pesition2
entherequired-warnitrgHogetype; the maximum output of laser radiation, the pulse duration when appropriate, and the
laser medium or emitted wavelength.

H. Cla$3 l—I+ and 4 I—v Iasers except Iasers used in the pract|ce of medlcme shall have alabel m%lesepre*mmy—teeaeh

atlon or collateral radiation in excess of the M PE limits:

1. Nochange
2. Nochange
3. Nochange

. Each non-interlocked or defeatable defeatably mterlocked portion of the protectlve hous ng or enclosure WhICh perm|ts
human access to Iaser or coIIateraI radiation w es A . d

ta| ning the foIIowmd Word| ng be+abeled—as#el—lews

1. For laser radiation in excess of the accessible emission limits of Class 1+ or Class 2 H as applicable, but not in excess
of the accessible emission limits of Class 3 4, the wording: “DANGER - Laser radiation when open, AVOID
DIRECT EXPOSURE TO THE BEAM.”

2. For laser radiation in excess of the accessible emission limits of Class 3 H4, the wording: “DANGER - laser radiation
when open, AVOID EYE OR SKIN EXPOSURE TO DIRECT OR SCATTERED RADIATION.”

3. Nochange
a.  Nochange
b. Nochange

4. For protective housing or enclosures which have previde a defeat able interlock, the words “and interlock defeated”
shall be included in the labels specified above.

R12-1-1429. Posting of Laser Facilities

Each laser facility Faeiities shall be posted in accordance a—anner—consistent with ANSI 2136.1-2000 4993, American
National Standard for Safe Use of Lasers, 2000 edition 4993-Editien Edition, Published by the Laser Institute of America,
Incorporated-herein by reference and on file with the Agency Offiee-ef- Seeretary-ef- State. Thisincorporation by reference con-
tainseentaining no future editions or amendments, or as otherwise approved in writing by the Agency.

R12-1 1433 Laser-controlled Areas

g

m PoP
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A Iasér-controlled area shall be established when it is possible for a person to be exposed to laser radiation from a Class

A.
3b, not to include 3b lasers of less than 5 milliwatts visible peak power, or the radiation from a Class 4 laser in excess of
the MPE or AEL in R12-1-1426.
B. A controlled area associated with the Class 3b laser described in subsection (A) shall:
1. Betheresponsibility of a L SO;
2. Beposted in accordance with R12-1-1427; and
3. Beaccess controlled by al SO or atrained, designated representative.
C. A controlled area associated with a Class 4 laser shall:
1. Betheresponsibility of a L SO;
2. Beposted in accordance with R12-1-1427;
3. Beaccess controlled by al SO or atrained, designated representative; and
4. Indoor controlled areas shall:

a Havelatches, interlocks, or other appropriate means to prevent unexpected entry into the laser-controlled areas;

b. Havea control-disconnect switch, panic button, or equivalent available for deactivating the laser during an emer-
gency:

c. Beoperated in such amanner that the person in charge of the controlled area can momentarily override the safety
interlocks during tests requiring continuous operation to allow access to other personndl if there is no optical
radiation hazard at the point of entry and if the entering personnel are wearing the necessary protective devices;
and

d. Be controlled in such a manner as to reduce the transmitted values of the laser radiation through optical paths
such as windows, to levels at or below appropriate ocular MPE and AEL in R12-1-1426. When the laser beam
must exit the indoor controlled area (as in the case of exterior atmospheric beam paths). the operator shall be
responsible for ensuring that the beam path is limited to controlled air space or controlled ground space when the
beam irradiance or radiant exposure is above the appropriate MPE and AEL.

5. When panels or protective covers are removed or interlocks bypassed for service, testing, or maintenance, accessible

laser-controlled areas shall be established. The LSO or a designated representative shall ensure that the necessary
laser safety requirements for all potentially exposed individuals are established.

R12-1-1434. Laser Safety Officer (L SO) Buties
A. Each registrant shall appoint a L SO.
B. The Laser Safety Officer shall administer the laser radiation protection program and shall:
1. Assure that maintenance and service for Class 3b Hb and Class 4 P lasers are shal-be performed only by techni-
cians trained to provide the maintenance and sueh service by either the manufacturer’s service organization or the
institution’s staff;

2. Approve written service and maintenance, and operating procedures,

3. Investigate, document, and report al incidents and accidents as required by R12-1-1436;

4. No change

5. Nochange

6. Nochange

7. Nochange

8. Nochange

9. Classify or verify the classification of lasers taser and laser systems used under the LSO’ s jurisdiction;

10. No change

R12-1-1435. Laser Protective Eye Wear ferYsetrtaserFacHities
A. Protective eye wear, as specified by the LSO lasersafety-offieer, shall be worn:
1. Byal |nd|V|duals havmg W-I-th accessto Cla$4 e|-{:;uszsrI—\7l—|~e'\7¢elsrefL Iaser rad|at|on

|nd|V|duals haV| Ng access to Class 3b Iaser rad|a1| on, and as d&sl qnated bv the LSO

B. No change
1. Havealabel indicating the optical density for the wavelengt
eal-density-at-the-wavelengths for which each such affords adequate protect| on;
2. Bemaintained so that ir-prepercenditionte-assure the protective properties of the protective eye wear are retained;
3. Beinspected at intervals not to exceed six months to ensure integrity of the protective properties,
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4. Beremoved from service when it has been determi ned that the same Ievel of protective DroDert|es is no longer pro-
vided to the wearer. sk
C. Records of protective eye wear maintenance, inspections and removal from service shall be retained for three five years.

R12-1 1436 Reporting of Laser Incidents

B-A.A registrant shall notify the Agency by telephone Fhe-Ageney-shal-be-netified within 24 hours by-telephene of any inci-
dent which has caused or may have caused:

1. Nochange
2. Nochange
&-B.A reqistrant Each-tieensee shall notify the Agency by telephone within five working days of any incident which has or
may have caused:
1. Second-degree burns of the skin larger than 1 ere inch (2.54 centimeter) in greatest diameter; or
2. Nochange
3. Nochange
B-C.A reqgistrant Eachtieensee shall file a written report of a known exposure of an individual to laser radiation or collateral
radiation with the Agency makeareperttrwritiag within 30 days of its discovery, describing: te-the- Ageney-ef:
1. Nochange
2. Any incident of which natification isrequired by subsection (A) or (B) {B}-er&}.
£-D.Each report required by subsection (C) {B} shall describe the extent of exposure to each individual, ef-irdividualste-taser
ercoHateralradiation; including:
1. An estimate of the Estimates-ef-eaeh individual's exposure;
2. Thelevel Levelsof laser or collateral radiation involved;
3. Nochange
4. The corrective Cerrective steps taken or planned to be taken to assure against arecurrence.
FE. A registrant Fhetieensee shall not operate, nor permit the operation of, any laser product or system which does not meet
al of the applicable requirements of this Article.

R12-1-1437. Special L aser
A registrant operating a Iaser system with an l—HstaHemensrepeFm-Hg—leser—s;fstemswrth unenclosed beam path shall:

1. Conduct an evaluation before operating the laser to determine ef the expected beam path and the potential hazards
from incidental reflective surfaces which-ray-be-encountered-before-eperatingthetaser. Incidental reflective surfaces
shall be excluded from the beam path at all points where the laser radiation exceeds M PE limits.

2. Evaluate the Fhe stability of the laser platform shatbe-evaluated to determine the constraints that-shalbe placed
upon the beam traverse and the extent of the range of contral.

3. Not operate or make ready for operation a laser N M until the area
aong all points of the beam path where the laser radiation WI|| exceed the MPEis clear of |nd|V|duaIs unlesstheindi-
viduals are wearing appropriate protective devices.

R12-1-1438. Repealed Requirementsfor Laser and L ight Based Cosmetic Procedures

A. When using amedical laser or an IPL devicethat isa Class!l or 111 surgical device certified as complying with the design.,
labeling, and manufacturing standards of the FDA, for cosmetic procedures, a registrant shall:

1. Ensure the device is only used by alicensed practitioner, or by an operator under indirect supervision of a licensed
practitioner.

2. Ensure that a licensed practitioner purchases a Class |1 or |11 surgical device that will be used for cosmetic proce-
dures.

A reqgistrant shall not permit an individual to use a medical laser or |PL system for cosmetic procedures until the individ-

ual has:

1. Completed an approved medical laser assistant didactic training course of at least 40 hours in duration. Successful
completion of the training program will be based on a test consisting of aleast 50 multiple choice guestions on sub-
jects covered, with a minimum grade of 80%. The training should be provided by an individuals who is €ligible,
through training and experience, to apply for laser safety officer certification or is a certified laser safety officer; and

2. Completed aminimum of 16-40 hours of observation and hands on experience, per cosmetic procedure, shall be con-
ducted under the direct supervision of a medical director. Cosmetic procedures performed shall follow written proto-
cols and shall follow the prescribed orders established for the specific site by the medical director.

A reqistrant shall ensure that cosmetic procedure protocols are approved by the medical director in writing, and reviewed

at least annually. Protocols shall be:

1. Maintained onsite, and shall contain instructions to be given to the patient for follow-up monitoring; and

o

1
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2. Designed to promote the exercise of professional judgement by the nurse or assi stant commensurate with their educa-
tion, experience and training; and need not describe the exact steps that a qualified assistant take with respect to laser
cosmetic procedures.

D. A registrant shall ensure the medical director observes the performance of each assistant operator during actual proce-
dures at intervals not to exceed six months.

E. A registrant shall ensure the medical director is qualified to do laser, IPL and related procedures, by virtue of providing
evidence to theregistrant that the medical director has received appropriate training in physics, safety, surgical technigues,
pre and post operative care.

E. Radiation safety training shall be provided to the following personnel and shall be commensurate with their involvement

with alaser or IPL system: LSO's, USER's (e.g. physicians, dentists, podiatrists, veterinarians, non-practitioner etc.),
Laser/IPL technical support staff (e.q. clinical engineers, laser technicians, etc.). Perioperative team members (e.g. anes-
thesiologists, nurses, dental hygienists, assistants, etc.), and Laser/IPL system service personnel, including either in-house
or contractor provided service personnel. All radiation safety training activities shall be documented and be available for
Agency review for three years following assistant operator’s period of employment.

An applicant seeking to open a medical laser/IPL user training program shall apply to the Agency for approval of the pro-

A.
gram. The application shall include a course syllabus, including a test consisting of at least 50 multiple choice questions
on subjects covered.The course material shall address all of the safety issues in R12-1-1421 through R12-1444, and
Appendix B.

B. TheAgency shall review the application in subsection (A) in atimely manner asrequiredin A.A.C. R-12-2-301.

C. TheAgency shall maintain alist of approved laser/IPL training programs.

R12-1 1440 L—aseH_—fght—ShewsMedlcal Lasers
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A Class 3 and Class 4 medical laser product shall incorporate a means for measurement of the level of laser radiation

intended for human irradiation, with an error in measurement of no greater than + 20%, when calibrated in accordance
with the laser product manufacturer’s calibration procedure.

A Medical laser shall be calibrated according to the manufacturer’s specified calibration procedure, at intervals not to
exceed those specified by the manufacturer.

In a medical facility using multiple medical disciplines where a number of different practitioners may use Class 3b and

Class 4 lasers, a Laser Safety Committee shall be formed to govern laser activity, establish use criteria, and approve oper-

ating procedures.

1. Membership on the committee shall include at |east arepresentative of the Nursing staff, the L SO, a representative of
institution management, and a representative of each medical discipline that utilizes the lasers.

The committee shall review actions by the L SO in hazard eval uation, and the monitoring and control of laser hazards.

Users, and those ancillary personnel who may operate or assist in the operation of the lasers under the direction of the
users, shall be approved by the committee.

A Class 3b and Class 4 L aser shall have a switch with a guard mechanism to prevent inadvertent exposure which controls
patient exposure.

Each registrant shall establish alaser safety training program that provides a thorough understanding of established proce-
dures for the type of laser in use and the medical procedures being performed. The program shall be recorded for Agency

review, and as a minimum, address the following:

Regulatory reguirements and the laser classification system;

Fundamentals of laser operation and the significance of specular and diffuse reflections;
Bio-€ffects of laser radiation on the eye and skin;

Non-beam hazards of lasers (electrical, chemical, reaction by-products, etc.) and ionizing radiation hazards (x-rays
from power sources and target interactions when applicable; and

The responsibilities of management and employee as they relate to control measures.
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Laser L ight Shows and Demon-

Before a laser light show or laser demonstration, a registrant shall provide to the Agency, documentation that a variance

has been obtained in accordance with 21 CFR 1040(10)., 2003 edition, published April 1, 2003, by the Office of Federal
Register National Archives and Records Administration, incorporated by reference and on file with the Agency, to con-
duct the show. This incorporation by reference contains no future editions or amendments.

Class |l1alaser lighting and entertainment products used for commercial purposes shall licensed as laser lights and meet
the requirements of subsections (C) through (S).

A registrant shall notify the Agency in writing, at least three working days in advance of the proposed laser light show or
laser demonstration, and shall include the following information:

1. Thelocation, time, and date of the light show:

2. Scanning beam patterns, scan velocity, and frequency in occupied areas; and

3. Physical surveys and calculations made to ensure compliance with this Article.

A registrant shall also supply such additional information as may be required by the Agency for the evaluation of the
safety of the proposed activity.

Before an outdoor laser light show, a registrant shall notify the Federal Aviation Administration of the proposed show.
Laser radiation emissions outside the spectral range 400 to 700 nanometers shall not exceed Class 1 accessible emission
limits.

Levels of laser and collatera radiation, where the audience is located, and where operators, performers, and employees
are located if the radiation is intended to be viewed by them, shall not exceed Class 1 accessible emission limits.

All persons, including operators, performers, and employees, in the vicinity of the laser light show or |aser demonstration
shall not be exposed to laser or collateral radiation exceeding Class 2 accessible emission limits when the radiation is not
intended to be viewed by them.

Areaswhere levels of laser radiation exceed the Class 2 accessible emission limit shall be identified by posting of warning
signs and through use of barriers or guards to prevent individuals from entering these areas.

Scanning devices shall not, as a result of scan failure or any other failure causing a change in either angular velocity or
amplitude, permit audience exposure to laser radiation in excess of the accessible emission limits for a Class 1 |aser prod-
uct.

Where amirror ball is used with a scanning laser, the conditions of subsections (F) and (G) shall be met with the mirror
ball stationary or during any failure mode resulting in a change in rotational speed of the mirror ball.

At all times alaser light show or laser demonstration shall be under the direct and persona supervision of the operator
except in cases where the maximum laser power output level is less than 5 milliwatts (all spectral lines), and the laser
beam path islocated at all times at |east 6 meters above any surface upon which an individual in the audience is permitted
to stand., and at any point less than 2.5 meters in lateral separation from any position where an individual in the audience
is permitted during the performance.

Laser radiation levels shall not exceed the accessible emission limits for Class || laser products at any point less than three
meters above any surface upon which any individual in the audience is permitted to stand and 2.5 metersin lateral separa-
tion from any position where an individual in the audience is permitted, unless physical barriers are present which prevent
human access to the radiation.

The maximum |aser power output shall belimited to alevel sufficient to produce the desired effect.

When laser output power must be limited to less than available power in order to satisfy the requirements of this Article,
the laser output power shall be adjusted, measured, and recorded prior to the laser light show laser demonstration.

All safety devices and procedures necessary to comply with this Article shall be functionally tested and evaluated after
setup. and prior to alaser light show or |aser demonstration.

The laser system, when not in use, shall be secured against unauthorized operation or tampering.

Laser alignment procedures shall be performed with the laser output power reduced to the lowest practicable level, and
protective eye wear shall be worn where necessary to prevent exposure to radiation levels exceeding MPE. Only persons
required to perform the alignment shall be present during the alignment procedures.

A reqgistrant shall ensure that no laser light show or laser demonstration is conducted except as specifically authorized in
the variance authorized in 21 CFR 1040(10), 2003 edition, published April 1, 2003, by the Office of Federal Register
National Archives and Records Administration, incorporated by reference and on file with the Agency. Thisincorporation
by reference contains no future editions or anendments.
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R12-1-1442. Repealed Measurements and Calculationsto Determine MPE Limitsfor Lasers

A registrant shall make measurements to determine M PE limitsin a manner consistent with the procedures contained in ANSI
Z2136.1-2000, American National Standard for Safe Use of Lasers, 2000 edition, published by the Laser Institute of America,
Incorporated by reference and on file with the Agency. or as otherwise approved by the Agency. This incorporation by refer-
ence contains co future editions or anendments.

R12-1-1443. Laser Compliance M easurement I nstruments
A registrant shall ensure the Eaeh radiation output measurement deterrminati H anee-wi
this-Article-shall is performed with an instrument that usemstrumeﬂteuen—whleh is callbrated and desrgned for use W|th the
laser that is being evaluated for compliance te-be-tested. The date of calibration, accuracy of calibration, wavelength range,
and power or energy of calibration shall be specified on alegible, clearly visible label attached to the instrument.

R12-1-1444. Laser Classification Measurements
A. Measurement of accessible emission for classification shall be made:
1. Under the these operational conditions and procedures which maximize the accessible emission levels including
start-up stabilized operation, and shutdown of the laser or facility;
2. Nochange
3. Nochange
4. Withthe measurl ng mstrument detector 56 positioned in a manner that the maX|mum posr ble radiation is measured
b FraxHRU-de t y the instrument; and
5. Wlth Fer—a+95er—ether—than—a+aser—system—\mth the Iaser coupled to thethat type of laser energy source specified as
compatible by the laser fabricator and which produces the maximum emission of accessible laser radiation from it
thatHaser.
B.6: Accessible emission levels used to classify ferelassifieation-ef laser and collateral radiation shall be based upon measure-
ments performed according to 21 CFR 1040(10), 2003 edition, published April 1, 2003, by the Office of Federal Register
National Archives and Records Administration, incorporated by reference and on file with the Agency. This incorporation

by reference contains co future editions or amendments thenfeHemﬂgmeas:rrememsr
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Appendix A. Radio Freguency Devices
Include but are not limited to the following:

Dielectric heaters and seaders Industrial microwave ovens and dryers
Medical diathermy units Asher-etcher equipment

Radar R.F. welding equipment

R.F. activated alarm systems Medical surgical coagulators

Sputter devices

R.F. activated lasers

Edge gluers

Appendix B. Repeated Application Information

A registration will be issued if an application contains the following information as required in R12-1-1401(B)(3). The
Agency shall provide an application form to an applicant with a guide, if available, or shall assist the applicant to ensure only
correct information is provided in the application.

Name and mailing address of applicant Use location

Person responsible for radiation safety program Telephone number

Type of facility Facility subtype

Legal structure and ownership Signature of certifying agent
Radiation source information Equipment identifiers

Shielding information Scale drawing

Equipment operator instructions and restrictions Physicist name and training, if
Classification of professional in charge applicable

Type of request: amendment, new, or renewal  Contact person

Protection survey results, if applicable Appropriatefeelisted in Article 13

Radiation Safety Officer name, if applicable schedule
Laser class and type, if applicable
Other licensing requirements in Article 14

Appendix C. Cosmetic L aser/IPL Operator Training Program
General Consider ations

1. Training programs shall be specific to the medical laser/IPL system in use, and to the clinical procedure to be performed.

2. Program criteria and content shall be in accordance with the facility policy and procedure, applicable standards, federal
and state regulations.

3. Thedegree and type of training shall be appropriate for the hazards associated with the laser or [PL’s in use.

Technical Consider ations

Description of lasersand IPL’s

Definitions

Laser/IPL radiation fundamentals

Laser mediums and types of lasers — solid, liguid, diodes, and gas and IPL’s
Biological effects of laser/IPL light

Damage mechanisms

a Eyehazard

b. Skin hazard (skin type and skin anatomy)
c. Absorption —wavelength effects

d. Thermal effects

Photo chemistry
Criteriafor setting Maximum Permissible Exposure (M PE) levels for eye and skin Associated hazards

Explosive, electrical, and chemical hazards
. Photosensitive medications
. Fire, ionizing radiation, cryogenic hazards, and others as applicable
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Laser/IPL classifications

Control measures including protective equipment

M anagement and user responsibilities

Medical surveillance practices

Federal and state regulatory requirements

Related safety issues

a Controlled access

b. Plume management

c. Equipment testing, aligning, and troubleshooting
Administrative controls

Role of LSO and IPL safety officer
Development of policies and procedures
Documentation methods

Requlations, standards, and recommended professional practices
Certification criteria and skills validation
Medical surveillance
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	NOTICES OF SUPPLEMENTAL PROPOSED RULEMAKING
	NOTICE OF SUPPLEMENTAL PROPOSED RULEMAKING
	TITLE 12. NATURAL RESOURCES
	CHAPTER 1. RADIATION REGULATORY AGENCY
	PREAMBLE
	1. Register citation and date for the original Notice of Proposed Rulemaking:
	Notice of Proposed Rulemaking: 7 A.A.R. 5585, December 21, 2001

	2. Sections Affected Rulemaking Action
	R12-1-209 Repeal R12-1-209 New Section R12-1-1401 New Section R12-1-1402 Amend R12-1-1403 Amend R...

	3. The specific authority for the rulemaking, including both the authorizing statute (general) an...
	Authorizing statute: A.R.S. § 30-654(B)
	Implementing statutes: A.R.S. §§ 30-657, 30-671(B), 30-672, and 30-673

	4. The name and address of agency personnel with whom persons may communicate regarding the rules:
	Name: Daniel H. Kuhl
	Address: Arizona Radiation Regulatory Agency 4814 S. 40th Street Phoenix, AZ 85040
	Telephone: (602) 255-4845, ext. 233
	Fax: (602) 437-0705
	E-mail: dkuhl@arra.state.az.us

	5. An explanation of the rules, including the agency’s reasons for initiating the rules:
	Introductory Statement: The purpose of this supplemental rule proposal is to establish training s...
	R12-1-209: This description of R12-1-209 is a repeat of a previous listing as noted above.
	Licensing requirements for devices or equipment that produce nonionizing radiation are being move...
	Article 14: This description of the proposed rule changes in Article 14 is a repeat of the listin...
	The definitions in R12-1-1402 are updated to correspond with current Federal standards. Definitio...
	A number of new requirements are added R12-1-1413, R12-1-1414, and R12-1-1415 to keep Arizona abr...

	6. An explanation of the substantial change which resulted in this supplemental notice:
	As a result of comments received during the public hearing held for the original proposed rules, ...
	The new rules were originally located in R12-1-1417 and R12-1-1439. Definitions were added to R12...

	7. A showing of good cause why the rules are necessary to promote a statewide interest if the rul...
	Not applicable

	8. The preliminary summary of the economic, small business, and consumer impact:
	The changes proposed for Article 2 should not pose a financial burden on radiation-producing mach...
	Article 14 has undergone the most extensive review and associated proposed changes. Many laser an...

	9. The name and address of agency personnel with whom persons may communicate regarding the accur...
	Name: Daniel H. Kuhl
	Address: Arizona Radiation Regulatory Agency 4814 S. 40th Street Phoenix, AZ 85040
	Telephone: (602) 255-4845, ext. 233
	Fax: (602) 437-0705
	E-mail: dkuhl@arra.state.az.us

	10. The time, place, and nature of the proceedings for the adoption, amendment, or repeal of the ...
	An oral proceeding at the Agency is scheduled for Thursday, September 25, 2003, at 9:00 a.m. A pe...
	Name: Aubrey V. Godwin, Director
	Address: Arizona Radiation Regulatory Agency 4814 S. 40th Street Phoenix, AZ 85040
	Telephone: (602) 255-4845
	Fax: (602) 437-0705

	11. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable

	12. Incorporations by reference and their location in the rules:
	Rule Incorporation
	R12-1-1402(B) 21 CFR 1040(10), there are 5 listings in this rule
	R12-1-1402(B) ANSI Z136-1, American Standard for the Safe Use of Lasers
	R12-1-1402(C) 21 CFR 1040(30)(d)
	R12-1-1404(A) IEEE C95.1-1999, Standard for Safety Levels with Respect to Human Exposure to Radio...
	R12-1-1405(A) IEEE C95.1-1999, Standard for Safety Levels with Respect to Human Exposure to Radio...
	R12-1-1407(F) 21 CFR 1040(30)
	R12-1-1413(A) 21 CFR 1040(20)
	R12-1-1413(D) 21 CFR 1040(10)
	R12-1-1422(C) 21CFR 1040(10)
	R12-1-1425(A) 21 CFR 1040(10)
	R12-1-1425(B) 21 CFR 1040(10)
	R12-1-1426(A) ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1426(A) 21CFR 1040(10)
	R12-1-1426(B) ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1426(C) ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1426(D) ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1426(E) 21 CFR 1040(10)
	R12-1-1427(A) ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1429 ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1441(A) 21 CFR 1040(10)
	R12-1-1441(R) 21 CFR 1040(10)
	R12-1-1442 ANSI Z136.1, American Standard for the Safe Use of Lasers
	R12-1-1444(B) 21 CFR 1040(10)

	13. The full text of the rules follows:


	TITLE 12. NATURAL RESOURCES
	CHAPTER 1. RADIATION REGULATORY AGENCY
	ARTICLE 2. RADIATION MACHINE FACILITY REGISTRATION OR LICENSING, INSTALLATION AND SERVICE REGISTR...
	Section
	R12-1-209. Licensing Requirements for Nonionizing Radiation Machine Facilities Notifications

	ARTICLE 14. RULES FOR THE CONTROL OF NONIONIZING RADIATION
	REGISTRATION OF NONIONIZING RADIATION SOURCES AND STANDARDS FOR PROTECTION AGAINST NONIONIZING RA...
	Section
	R12-1-1401. Repealed Registration of Nonionizing Radiation Sources and Service Providers
	R12-1-1402. Definitions
	R12-1-1403. General Safety Provisions and Exemptions
	R12-1-1404. Radio Frequency Equipment Requirements
	R12-1-1405. Radio Frequency Exposure Limits
	R12-2-1406. Radio Frequency Hazard Caution Signs, Symbols, Labeling, and Posting
	R12�1�1407. Special Requirements for Microwave Ovens
	R12-1-1408. Reporting of Radio Frequency Radiation Incidents
	R12-1-1409. Medical Surveillance for Radio Frequency Occupational Workers
	R12-1-1410. Radio Frequency Compliance Measurements Criteria
	R12-1-1411. Licensing of Tanning Facilities Repealed
	R12-1-1412. Tanning Operations General Safety Requirements for the Operation of Tanning Facilities
	R12-1-1413. Tanning Equipment Standards
	R12-1-1414. Operation and Use of Tanning Equipment Operators
	R12-1-1415. Tanning Facility Warning Signs and Statements for Tanning Facilities
	R12�1�1416. Reporting of Tanning Injuries Injuries In Tanning Facilities
	R12�1�1417. High Intensity Mercury Vapor Discharge (HID) Lamps Repealed
	R12�1�1418. Reserved High Intensity Mercury Vapor Discharge (HID) Lamps
	R12-1-1421. Laser Safety Requirements, Surveys, and Records
	R12-1-1422. General Requirements for All Laser Facilities
	R12�1�1423. Laser Prohibitions
	R12-1-1425. Laser Product Classification
	R12-1-1426. Maximum Permissible Exposure Limits to Laser and Collateral Radiations Laser and Coll...
	R12-1-1427. Requirements for Laser Caution Signs, Symbols, and Labels
	R12-1-1429. Posting of Laser Facilities
	R12-1-1433. Laser-controlled Areas
	R12�1�1434. Laser Safety Officer (LSO) Duties
	R12-1-1435. Laser Protective Eye Wear for Use in Laser Facilities
	R12-1-1436. Reporting of Laser Incidents
	R12-1-1437. Additional Requirements for Special Lasers and Applications Special Lasers
	R12-1-1438. Repealed Requirements for Laser and Light Based Cosmetic Procedures:
	R12-1-1439. Additional Requirements for Medical Laser Applications Laser/IPL User Safety Training...
	R12-1-1440. Laser Light Shows Medical Lasers
	R12-1-1441. Measurements and Calculations to Determine MPE Limits for Lasers Laser Light Shows an...
	R12-1-1442. Repealed Measurements and Calculations to Determine MPE Limits for Lasers
	R12-1-1443. Laser Compliance Measurement Instruments
	R12-1-1444. Laser Classification Measurements
	Appendix A. Radiofrequency Devices Radio frequency Devices
	Appendix B. Repealed Application Information
	Appendix C. Cosmetic Laser/IPL Operator Training Program

	ARTICLE 2. RADIATION MACHINE FACILITY REGISTRATION OR LICENSING, INSTALLATION AND SERVICE REGISTR...
	R12-1-209. Licensing Requirements for Nonionizing Radiation Machine Facilities Notifications
	A. No person shall receive, possess, use, or transfer a nonexempt nonionizing radiation machine e...
	B. The owner or persons having possession of any nonexempt nonionizing radiation machine shall ap...
	C. The licensee shall notify the Agency within 30 days of any change to the information contained...
	D. In addition to the application form, the applicant shall remit the appropriate license fee, pu...
	A. A registrant shall notify the Agency within 30 days of any change to the information contained...
	B. A person who possesses a radiation machine registered by the Agency shall notify the Agency wi...

	ARTICLE 14. RULES FOR THE CONTROL OF NONIONIZING RADIATION
	REGISTRATION OF NONIONIZING RADIATION SOURCES AND STANDARDS FOR PROTECTION AGAINST NONIONIZING RA...
	R12-1-1401. Repealed Registration of Nonionizing Radiation Sources and Service Providers
	A. A person shall not use a nonexempt nonionizing radiation source, defined in R12-1-1402, unless...
	B. A person possessing a nonexempt nonionizing radiation source shall submit to the Agency an app...
	1. Nonexempt nonionizing sources requiring a registration are listed in R12-1-1302.
	2. The person applying for the registration of a nonexempt nonionizing source shall use an applic...
	3. The applicant shall provide the information identified in Appendix B of this Article.

	C. A registrant shall notify the Agency within 30 days of any change to the information contained...
	D. In addition to the application form, the applicant shall remit the appropriate registration fe...
	E. Persons operating more than one facility, where nonionizing radiation producing sources are us...
	F. A person in the business of installing or servicing nonionizing radiation sources shall apply ...
	R12-1-1402. Definitions

	A. The following terms have the meaning given when used in rules pertaining to radio frequency an...
	1. “Accessible emission level” means the level of radio frequency radiation emitted from any sour...
	2. “Far field region” means the region in which locally uniform distribution of electric and magn...
	3. “Near field region” means the region near an antenna in which the electric and magnetic field ...
	4. “Radio frequency controlled area” means any area to which access is controlled for the purpose...
	5. “Radio frequency exposure limits” means the maximum permissible whole body exposure to humans,...
	6. “Radio frequency machine” means a radiation machine or system which produces electromagnetic r...
	7. “Radio frequency radiation” means that electromagnetic radiation (including microwave radiatio...
	8. “Safety device” means any device incorporated into a radio frequency machine which is designed...

	B. The following terms have the meaning given when used in rules applicable to lasers:
	1. “Accessible emission level” means the magnitude of emission of laser or collateral radiation t...
	2. “Accessible emission limit” means the maximum accessible emission level of laser radiation per...
	3. “Angular subtense” means the apparent visual angle, a, as calculated from the source size and ...
	4. “Aperture” means any opening in a protective housing through which radiation is emitted, there...
	5. “Aperture stop” means an opening serving to limit the size and to define the shape of the area...
	6. “Certified laser product” means that the product is certified by a manufacturer pursuant to th...
	7. “Class I laser” means any laser which permits human access during operation to laser radiation...
	a. “Class I dual limits” means, for classification purposes, laser or collateral radiation in the...
	i. The Class I accessible emission limits for radiant energy within any range of emission duratio...
	ii. The Class I accessible emission limits for integrated radiance within any range of emission d...


	8. “Class II Laser” means any laser which permits human access during operation to laser radiatio...
	9. “Class IIa laser products” means any laser product that permits human access during operation ...
	10. “Class III Laser” means any laser which permits human access during operation to laser radiat...
	a. Class IIIa lasers are those lasers with an emission duration greater than 380 microseconds and...
	b. Class IIIb lasers are all other Class III lasers as defined above.

	11. “Class IV laser” means any laser which permits human access during operation to laser radiati...
	12. “Class I, II, III, IV facility” means a facility which has one or more Class I, II (including...
	13. “Collateral radiation” means any electronic product radiation, except laser radiation, emitte...
	14. “Demonstration laser” means any laser manufactured, designed, intended, or used for purposes ...
	15. “Federal performance standard for light-emitting products” means the regulations in 21 CFR 10...
	16. “Human access” means access to laser or collateral radiation by any part of the human body.
	17. “Incident” means an event or occurrence which results in a real or suspected accidental expos...
	18. “Integrated radiance” means radiant energy per unit area of a radiating surface per unit soli...
	19. “Irradiance” means the radiant power incident on an element of a surface divided by the area ...
	20. “Laser controlled area” means any area into which human access is restricted for the purpose ...
	21. “Laser energy source” means any device intended for use in conjunction with a laser to supply...
	22. “Laser product” means any manufactured product, or assemblage of components which constitutes...
	23. “Laser protective device” means any device used to reduce or prevent exposure of personnel to...
	24. “Laser radiation” means all electromagnetic radiation emitted by a laser product, within the ...
	25. “Laser Safety Officer” (LSO) means any individual, qualified by training and experience in th...
	26. “Laser system” means a laser in combination with an appropriate laser energy source, with or ...
	27. “MPE” means the maximum permissible exposure limits for human exposure to laser or collateral...
	28. “Maintenance” means the performance of those adjustments or procedures by the user to keep eq...
	29. “Protective housing” means any panel, partition, dividing wall, or similar device which preve...
	30. “Pulse duration” means the time increment measured between the halfpeak power points at the l...
	31. “Pulse interval” means the time duration between identical points on two successive pulses.
	32. “Radiance” means the time-averaged radiant power per unit area of a radiating surface per uni...
	33. “Radiant energy” means energy emitted, transferred or received in the form of radiation, expr...
	34. “Radiant exposure” means the radiant energy incident on an element of a surface divided by th...
	35. “Radiant power” means the time-averaged power emitted, transferred, or received in the form o...
	36. “Safety interlock” means a device associated with the protective housing of a laser product, ...
	37. “Sampling interval” means the time interval during which the level of accessible laser or col...
	38. “Secured enclosure” means an enclosure to which casual access is impeded by appropriate means...
	39. “Uncertified laser product” means any laser which has not been certified in accordance with t...

	C. The following terms have the meaning given when used in rules on ultraviolet and high-intensit...
	1. “High-intensity mercury vapor discharge (HID) lamp” means any mercury vapor or metal halide la...
	2. “Protective sunlamp eye wear” means any device designed to be worn by users of a sunlamp produ...
	3. “Self-extinguishing lamp” means any HID lamp which ceases operation in conformance with the re...
	4. “Sunlamp product” means any electronic device which incorporates one or more ultraviolet lamps...
	5. “Tanning device” means any room, booth, cabinet, tanning bed, or other enclosure which houses ...
	6. “Ultraviolet lamp” means any light source that produces ultraviolet radiation and that is inte...
	7. “Ultraviolet radiation” means electromagnetic radiation with a wavelength in air of between 20...

	General definitions:
	“Cosmetic procedure” means: Use of medical lasers or intense pulse light (IPL) devices, approved ...
	“Indirect supervision” means: For lasers or IPL used for cosmetic procedures: there shall be, as ...
	“Licensed practitioner” (see A.A.C. R12-1-102).
	“Nonexempt nonionizing radiation source” means any system or device containing a nonionizing radi...
	“Medical Director” means a licensed practitioner, as defined in A.A.C. R12-1-102, who delegates a...

	Radio frequency and microwave radiation:
	“Accessible emission level” means the level of radio frequency radiation emitted from any source,...
	“Far field region” means the region in which locally uniform distribution of electric and magneti...
	“Near field region” means the region near an antenna in which the electric and magnetic field com...
	“Radio frequency controlled area” means any area to which access is controlled for the purpose of...
	“Radio frequency exposure limits” means the maximum permissible whole body exposure to humans, fr...
	“Radio frequency source” means a radiation source or system which produces electromagnetic radiat...
	“Radio frequency radiation” means that electromagnetic radiation (including microwave radiation) ...
	“Safety device” means any device incorporated into a radio frequency source which is designed to ...

	Laser:
	“Accessible emission level (AEL)” means the maximum accessible emission level permitted within a ...
	“Accessible radiation” means radiation to which it is possible for the human eye or skin to be ex...
	“Angular subtense” means the apparent visual angle, a, as calculated from the source size and dis...
	“Aperture” means an opening through which radiation can pass allowing human access to the radiation.
	“Aperture stop” means an opening serving to limit the size and to define the shape of the area ov...
	“Certified laser product” means that the product is certified by a manufacturer pursuant to the r...
	“CDRH” means the Center for Devices and Radiological Health.
	“Class 1 laser” means a laser or laser system that may produce visible or invisible laser radiati...
	“Class 2 laser” means a laser or laser system that produces low-power visible laser radiation not...
	“Class 2a laser products” means any laser product that permits human access to levels of visible ...
	“Class 3a laser” means a laser or laser system that produces moderate levels of visible or invisi...
	“Class 3b Laser” means a laser or laser system that produces visible laser radiation of 5 to 500 ...
	“Class 4 laser” means a laser or laser system that produces visible or invisible laser radiation ...
	“Class 1, 2, 3, 4 facility” means a facility which has one or more Class 1, 2 (including 2a), 3 (...
	“Collateral radiation” means any electronic product radiation, except laser radiation, emitted by...
	“Continuous wave” (cw) means the output of a laser which is operated in a continuous rather than ...
	“Controlled area” means an area where the occupancy and activity of those within is subject to co...
	“Demonstration laser” means any laser manufactured, designed, intended or used for purposes of de...
	“Embedded laser” means an enclosed laser with an assigned class number higher than the inherent c...
	“Enclosed laser” means a laser that is contained within a protective housing of itself or of the ...
	“Federal performance standard for light-emitting products” means the regulations in 21 CFR 1040(1...
	“Human access” means access to laser or collateral radiation by any part of the human body.
	“Incident” means an event or occurrence which results in a real or suspected accidental exposure ...
	“Integrated radiance” means radiant energy per unit area of a radiating surface per unit solid an...
	“Irradiance” means the radiant power incident on an element of a surface divided by the area of t...
	“Laser” See the definition in Article 1.
	“Laser controlled area” means any area into which human access is restricted for the purpose of r...
	“Laser energy source” means any device intended for use in conjunction with a laser to supply ene...
	“Cosmetic procedure protocols” means delegated written authorization to select specific laser/IPL...
	“Laser product” means any manufactured product or assemblage of components which constitutes, inc...
	“Laser protective device” means any device used to reduce or prevent exposure of personnel to las...
	“Laser radiation” means all electromagnetic radiation emitted by a laser product, within the spec...
	“Laser Safety Officer” (LSO) � means any individual, qualified by training and experience in the ...
	“Laser system” means an assembly of electrical mechanical, and optical components which include a...
	“Limited Exposure Duration (Tmax)” means an exposure duration which is specifically limited by th...
	“Maintenance” means performance of those adjustments or procedures specified in user information ...
	“Maximum permissible exposure (MPE)” means the level of laser radiation to which a person may be ...
	“Maintenance” means the performance of those adjustments or procedures by the user to keep equipm...
	“Operation” means the performance of the laser or laser system over the full range of its intende...
	“Protective housing” means any panel, partition, dividing wall, or similar device which prevents ...
	“Pulse duration” means the duration of a laser pulse; usually measured as the time interval betwe...
	“Pulse interval” means the time duration between identical points on two successive pulses.
	“Radiance” means the time�averaged radiant power per unit area of a radiating surface per unit so...
	“Radiant energy” means energy emitted, transferred or received in the form of radiation, expresse...
	“Radiant exposure” means the radiant energy incident on an element of a surface divided by the ar...
	“Radiant power” means the time�averaged power emitted, transferred, or received in the form of ra...
	“Safety interlock” means a device associated with the protective housing of a laser product, syst...
	“Sampling interval” means the time interval during which the level of accessible laser or collate...
	“Secured enclosure” means an enclosure to which casual access is impeded by appropriate means, su...
	“Service” means the performance of those procedures or adjustments described in the manufacturer’...
	“Tmax” See limiting exposure duration.
	“Uncertified laser product” means any laser which has not been certified in accordance with the r...

	Ultraviolet, high intensity light, and intense pulsed light source:
	“Consumer” means any member of the public who is provided access to a tanning device in exchange ...
	“EPA” means the United States Environmental Protection Agency.
	“FDA” means the United States Food and Drug Administration.
	“High intensity mercury vapor discharge (HID) lamp” means any mercury vapor or metal halide lamp ...
	“Intense pulsed light device” means, for purposes of R12-1-1438, any lamp-based device that produ...
	“Maximum exposure time” means the greatest continuous exposure time interval recommended by the m...
	“Protective sunlamp eye wear” means any device designed to be worn by a user of a product to redu...
	“Sanitize” means the effective bacterial treatment of surfaces of equipment and devices by an EPA...
	“Self-extinguishing lamp” means any HID lamp which ceases operation in conformance with the requi...
	“Sunlamp product” means any electronic device which incorporates one or more ultraviolet lamps an...
	“Tanning device” means any equipment, that emits electronic radiation with wavelengths in the air...
	“Timer” means a device provided to terminate radiation exposure at a preset time.
	“Ultraviolet lamp” means any light source that produces ultraviolet radiation and that is intende...
	“Ultraviolet radiation” means electromagnetic radiation with a wavelength in air of between 200 a...
	R12-1-1403. General Safety Provisions and Exemptions


	A. No change
	1. No change
	2. The licensee registrant provides sufficient information to enable the Agency to determine that...

	B. The licensee registrant shall:
	1. Ensure that nonionizing radiation sources are operated only by individuals who have been train...
	2. Provide safety rules to individuals operating nonionizing radiation machines sources and ensur...
	3. No change
	4. The following records shall be retained for three years for Agency review: Retain records, inc...
	a. Results of all physical surveys and calibrations required by this Article for five years,
	b. The calibration of radiation survey instruments for five years,
	c.b. Radiation source inventories; Inventories to account for sources of radiation for two years,
	d.c. Maintenance, service, and modifications; and Records of maintenance, servicing or modificati...
	e.d. Incidents involving known or suspected exposure to nonionizing radiation in excess of the li...


	C. A registrant The licensee shall not operate, nor permit the operation of, a nonionizing radiat...
	R12-1-1404. Radio Frequency Equipment Requirements

	A. A radiation source Radiation machines emitting accessible emission levels exceeding the maximu...
	B. Radio frequency machines sources which are required to operate in a be operated in a radio fre...
	C. Sources of radio frequency emissions, which are physically separate separated from the source’...
	D. Visual emission indicators shall be so located so that use of the indicators observation does ...
	E. Safety devices designed to prevent human exposure to excessive radio frequency radiation shall...
	F. No change
	G. Radio frequency machines sources shall be physically secured against unauthorized use and tamp...
	R12-1-1405. Radio Frequency Exposure Limits

	A. A registrant shall not expose a person to radio frequency radiation in excess of the limits sp...
	B.1. At frequencies between 300 kHz and 100 GHz, IEEE C95.1-1991, Institute of Electrical and Ele...
	C.2. At frequencies between 300 kHz and 1 GHz, the IEEE C95.1-1991, Institute of Electrical and E...
	R12-2-1406. Radio Frequency Hazard Caution Signs, Symbols, Labeling, and Posting

	A. Each point of access to controlled Radio frequency controlled areas shall be clearly posted wi...
	Fig. 1
	B. Operating procedure restrictions or limitations used to prevent unnecessary or excessive Any l...
	C. The location of warning Warning signs and labels shall not result in the observer being expose...
	R12�1�1407. Special Requirements for Microwave Ovens

	A. The power density of microwave radiation emitted by a microwave oven measured at any time subs...
	B. Compliance measurements shall be made with the oven operating at its maximum output, and conta...
	C. Microwave ovens shall be provided with at least two safety interlocks, one of which is not acc...
	D. Service performed on microwave ovens shall not result in failure of safety interlocks or the e...
	E. Microwave ovens not meeting the standards prescribed in this Section shall be removed from ser...
	F. Microwave ovens manufactured after October 6, 1971, shall be maintained in conformance with th...
	Microwave ovens not meeting the requirements in 21 CFR 1040(30), 2003 edition, published April 1,...
	R12-1-1408. Reporting of Radio Frequency Radiation Incidents

	A. When it is known or suspected that any individual has been exposed to radio frequency radiatio...
	B. When it is known or expected that any individual has been exposed to radio frequency radiation...
	C. Immediate notification shall be made to the Agency when radio frequency radiation exposure exc...
	R12-1-1409. Medical Surveillance for Radio Frequency Occupational Workers

	A. The Agency may require the licensee to provide medical examinations as necessary to protect th...
	B. The licensee shall request the individual to provide to the Agency a copy of the results of me...
	R12-1-1410. Radio Frequency Compliance Measurements Criteria

	A. Measurements made to determine compliance with R12�1�1405 shall be made with instrumentation c...
	B. Instrumentation used for compliance measurements shall be calibrated every 12 months. have bee...
	C. Compliance measurement of exposure conditions in the near field shall consist of measurements ...
	D. Measurements to determine compliance in far field exposure conditions may be actual measuremen...
	E. Measurements made in accordance with this rule shall include: The measurement requirements of ...
	1. Measurements of both Both electric and magnetic field strength obtained with an strengths are ...
	2. Measurement of The electric or magnetic field strength is expressed in terms of power density.

	F. For mixed or broadband fields at a number of frequencies for which there are different values ...
	G. A compliance measurement Compliance measurements shall be made at distances of 5 five centimet...
	H. A registrant shall make measurements that are Measurements shall be averaged over a six�minute...
	R12-1-1411. Licensing of Tanning Facilities Repealed

	A. No person shall operate a tanning facility unless the person has properly applied for a licens...
	B. A facility operating prior to the effective date of this section may continue to operate, prov...
	R12-1-1412. Tanning Operations General Safety Requirements for the Operation of Tanning Facilities

	A registrant The licensee shall establish and maintain a program of written policies and procedur...
	R12-1-1413. Tanning Equipment Standards

	A. Only sunlamp products manufactured and certified to comply with 21 CFR 1040.20, 2003 edition, ...
	B. Defective or burned�out lamps, or filters, shall be replaced before further use of the tanning...
	C. The defective or burned�out lamp, or filter, shall be replaced with a type intended for use in...
	D. Each sunlamp product shall have a timer and control system which complies with 21 CFR 1040.10,...
	1. The timer interval shall not exceed the manufacturer’s maximum recommended exposure time.
	2. Each timer shall be functional and accurate to within +/- 10% of the maximum timer interval of...
	3. The timer may not automatically reset and cause radiation emission to resume for a period grea...
	4. The registrant shall ensure that the timer is tested annually for accuracy.
	5. New facilities (including existing facilities with change of ownership) shall install remote t...
	6. Each sunlamp product shall be equipped with an emergency shutoff mechanism to allow manual ter...

	E. Each sunlamp product shall have physical barriers to protect users from injury caused by touch...
	F. Each tanning facility using stand�up booths sunlamp products shall comply with the following: ...
	1. Physical There shall be physical barriers, handrails, floor markings or other means shall be p...
	2. The A tanning booth shall be constructed in such a way as to construction of the booth shall b...
	3. A tanning booth shall be accessed Access to booths shall be through doors of rigid constructio...
	4. The interior temperature of a tanning device shall be controlled such that it does not exceed ...
	R12-1-1414. Operation and Use of Tanning Equipment Operators


	A. At There shall be present during operating hours at least one operator knowledgeable in the co...
	1. Ensure that only one person is in the tanning room when the tanning equipment is being operated;
	2. Ensure that no one under 18 years of age is allowed to use the tanning equipment without writt...
	3. Limit exposure time to the exposure time to manufacturer’s recommendation provided on the equi...
	4. Ensure the maximum exposure time in a 24-hour period recommended by the manufacturer is not ex...
	5. Maintain a record of each user’s total number of tanning visits and tanning times for Agency i...

	B. Prior to use of a tanning device tanning equipment the operator shall: by any individual the o...
	1. Provide to the user sanitized protective sunlamp eye wear and directions for its use; its prop...
	2. Demonstrate to the user any the use of physical aids, used as appropriate, to maintain proper ...
	3. Ensure the exposure timer is set so that the user is not exposed to excess radiation; Set the ...
	4. Instruct the user on the maximum exposure time and proper distance from the radiation source r...
	5. Instruct the user as to the location and proper operation of the emergency shutoff switch

	C. A trained operator shall control a sunlamp’s timer.
	1. Training of operators shall include:
	a. The requirements of this Section;
	b. Facility operating procedures, to include:
	i. Determination of skin type and associated duration of exposure;
	ii. Procedures for use of minor and adult user consent forms;
	iii. Potential for photosensitizing foods, cosmetics, and medications;
	iv. Requirements for use of protective eye wear by users of the equipment; and
	v. Proper sanitizing procedures for the facility, equipment, and eye wear,

	c. Manufacturer’s procedures for operation and maintenance of tanning equipment;
	d. Recognition of injury or overexposure; and
	e. Emergency procedures used in the case of an injury.

	2. Records of training shall include dates and material covered, and be maintained for three year...
	3. A list of trained operators shall be posted at the facility. The operator shall limit each ind...

	D. The interior temperature of a tanning device shall be controlled such that it does not exceed ...
	E.D. Prior to the first use of a tanning facility in each calendar year:,
	1. The user shall be required to read a copy of the warning in Section R12�1�1415;
	2. The user shall sign a statement that the information in subsection (D)(1) has been read and un...
	3. For illiterate or visually handicapped persons, the warning statement shall be read by the ope...
	each user shall be required to read a copy of the warning specified in Section R12�1�1415. The us...

	F. A record shall be kept by the operator of each user’s total number of tanning visits and tanni...
	G. Each operator shall be trained and records of training retained in the facility. Training shal...
	1. The requirements of this Section,
	2. Procedures for correct operation of the facility,
	3. Manufacturer’s procedures for operation and maintenance of tanning equipment,
	4. Recognition of injury or overexposure,
	5. Emergency procedures in case of injury.

	H. A list of operators trained in accordance with R12�1�1414(G) shall be posted at the facility.
	R12-1-1415. Tanning Facility Warning Signs and Statements for Tanning Facilities

	A. A registrant shall conspicuously post the warning sign described in subsection (B) within 1 me...
	A warning sign shall be posted in the area where a tanning device is used or where each user must...
	B. A sign shall be posted in conspicuous view at or near the reception area with the following text:
	PERSONS UNDER AGE 18 ARE REQUIRED TO HAVE PARENT OR LEGAL GUARDIAN SIGN AUTHORIZATION TO TAN IN T...
	B. The sign shall be clearly visible and unobstructed by any barrier or other item.
	C. The lettering on each warning sign shall be at least 10 millimeters high for all words shown i...
	C. The sign shall read as follows:
	D. The lettering on each warning sign shall be at least ten millimeters high for all words shown ...
	R12�1�1416. Reporting of Tanning Injuries Injuries In Tanning Facilities

	A. A registrant The licensee shall report an incident involving any eye injury, skin burn, fall i...
	B. A registrant shall provide a written report of the incident to the Agency within 10 The report...
	C. No change
	1. The name of the user; ,
	2. Name and location of the tanning facility; ,
	3. A description of nature of the injury and its causes; ,
	4. The name and address of the health care provider treating the user, if any; , and
	5. Any other information the licensee registrant may consider relevant to the incident.
	R12�1�1417. High Intensity Mercury Vapor Discharge (HID) Lamps Repealed


	A. Unless otherwise approved by the Agency, each facility using HID lamps shall meet the followin...
	1. For indoor facilities, HID lamps shall be:
	a. Self-extinguishing lamps bearing the letter “T” on the label, or
	b. Non-self-extinguishing lamps, bearing the letter “R” on the label, provided that the lamp is i...

	2. For outdoor facilities, HID lamps shall be:
	a. Self-extinguishing lamps bearing the letter “T” on the label,
	b. Non-self-extinguishing lamps, provided that the lamp is installed within a totally enclosed pr...
	c. Exempted by the Agency as a result of the licensee providing sufficient information to the Age...
	d. Street lighting and security lighting fixtures permanently mounted 18 feet (5.5 meters) or hig...


	B. A written report of any injury due to overexposure to ultraviolet light from a HID lamp shall ...
	1. The names of all individuals known to have been injured,
	2. The name and location of the facility,
	3. The name and address of the health care providers treating the injuries, if any,
	4. The type of lamp involved (“T” or “R”), lamp model designation and manufacturer,
	5. Any other information the licensee may consider relevant to the incident.
	R12�1�1418. Reserved High Intensity Mercury Vapor Discharge (HID) Lamps


	HID lamps not meeting the requirements in 21 CFR 1040(20), 2003 edition, published April 1, 2003,...
	R12-1-1421. Laser Safety Requirements, Surveys, and Records

	A. The requirements contained in this rule These requirements, including special requirements for...
	B. A registrant shall establish and maintain a program of laser radiation safety. The licensee sh...
	C. Each licensee registrant shall conduct make or cause to be made such laser radiation protectio...
	1. A determination that all laser protective devices are labeled correctly and functioning within...
	2. A determination that all warning devices are functioning within their design specifications; .
	3. A determination that each laser controlled area is properly identified, access is controlled, ...
	4. A re-evaluation of potential hazards from surfaces which may be associated with Class 3 III an...
	5. No change

	D. A registrant The licensee shall retain records of:
	1. Surveys Results of all physical surveys made to determine compliance with this Article;
	2. Operating Records indicating any restriction in operating procedures necessary to prevent unne...
	3. Incidents Records relating to any incident for which reporting to the Agency is required in pu...
	4. Medical Results of medical surveillance to determine extent of injury resulting from exposure ...
	5. No change
	R12-1-1422. General Requirements for All Laser Facilities


	A. Each laser product shall have a protective housing which prevents human access during operatio...
	B. To prevent access to radiation above MPE limits each laser devise shall have a safety interloc...
	1. Adjustment during operation, service Service, testing, or maintenance of a laser containing in...
	2. No change
	3. For Class 3b IIIb and 4 IV continuous wave (cw) lasers, the interlocks shall turn off the powe...
	4. No change
	5. Multiple safety interlocks or a means to preclude removal or displacement of the interlocked p...
	a. Human access to levels of laser radiation in excess of the radiant power accessible emission l...
	b. Laser radiation in excess of the accessible emission limit of Class 2 II to be emitted directl...


	C. A laser with All viewing ports, viewing optics, or display screens included as an integral par...
	1. Incorporate a suitable means to attenuate the laser and collateral radiation transmitted throu...
	2. Have specific administrative procedures and use controls such as interlocks or filters determi...

	D. Each Class 3 III or 4 IV laser product shall provide visual or audible indication during the e...
	1. For class 3 IIIb, except those which allow access only to less than 5 milliwatts peak visible ...
	2. No change
	3. No change
	4. No change
	5. Class 3b and Class 4 lasers for human use shall only be used by a licensed practitioner, or un...

	E. In addition to the contents of signs, symbols and labels prescribed in R12-1-1427, R12-1-1428,...
	F. Any restrictions in operating procedures required to ensure compliance with this Article shall...
	R12�1�1423. Laser Prohibitions

	A. An No individual shall not be permitted to look directly into a laser beam, directly at specul...
	B. A registrant The licensee shall not permit an any individual to enter a laser� controlled area...
	C. No change
	R12-1-1425. Laser Product Classification

	A. Each laser product or installation shall be classified on the basis of that combination of emi...
	B. The modification of any laser product or installation, which affects any aspect of performance...
	C. Any laser system that is incorporated into a laser product that is subject to the requirements...
	R12-1-1426. Maximum Permissible Exposure Limits to Laser and Collateral Radiations Laser and Coll...

	A. A registrant No licensee shall not use, or permit the use of a any laser product products or i...
	B. Maximum permissible exposure limits to the eye for intrabeam viewing shall not exceed those sh...
	C. Maximum permissible exposure to the eye for extended source viewing shall not exceed the limit...
	D. Skin exposure to laser radiation shall not exceed the MPE limits shown in ANSI Z136.1-1993, Am...
	E.B. Exposure to collateral radiation shall not exceed the accessible emission limits in 21 CFR 1...
	R12-1-1427. Requirements for Laser Caution Signs, Symbols, and Labels

	A. Except as otherwise authorized by the Agency, signs, symbols and labels prescribed by this Sec...
	B. No change
	C. No change
	D. All labels placed on lasers or signs posted in to laser facilities shall be positioned so as t...
	E. No change
	F. Each laser shall have a label permanently and legibly affixed which identifies, in accordance ...
	G. At position 2 on the warning logotype affixed to a Class 3 and Class 4 Each Class III and IV l...
	H. Class 3 III and 4 IV lasers, except lasers used in the practice of medicine, shall have a labe...
	1. No change
	2. No change
	3. No change

	I. Each non-interlocked or defeatable defeatably interlocked portion of the protective housing or...
	1. For laser radiation in excess of the accessible emission limits of Class 1 I or Class 2 II as ...
	2. For laser radiation in excess of the accessible emission limits of Class 3 III, the wording: “...
	3. No change
	a. No change
	b. No change

	4. For protective housing or enclosures which have provide a defeat able interlock, the words “an...
	R12-1-1429. Posting of Laser Facilities


	Each laser facility Facilities shall be posted in accordance a manner consistent with ANSI Z136.1...
	R12-1-1433. Laser-controlled Areas

	A. With a Class IIIb or Class IV laser, except those Class IIIb lasers which allow access only to...
	B. The area shall be the responsibility of the laser safety officer.
	C. The area shall be posted as required by R12-1-1427.
	D. Access to the laser-controlled area shall be only by permission of the laser safety officer or...
	E. For Class IV indoor controlled areas, latches, interlocks, or other appropriate means shall be...
	1. Such measures shall be designed to allow both rapid egress by the laser personnel at all times...
	2. For emergency conditions, a control-disconnect switch, panic button, or equivalent device shal...

	F. For Class IV indoor controlled areas, during tests requiring continuous operation, the individ...
	G. For Class IV indoor controlled areas, optical paths such as windows from an indoor facility sh...
	H. In cases where removal of panels or protective covers or overriding of interlocks becomes nece...
	A. A laser-controlled area shall be established when it is possible for a person to be exposed to...
	B. A controlled area associated with the Class 3b laser described in subsection (A) shall:
	1. Be the responsibility of a LSO;
	2. Be posted in accordance with R12�1�1427; and
	3. Be access controlled by a LSO or a trained, designated representative.

	C. A controlled area associated with a Class 4 laser shall:
	1. Be the responsibility of a LSO;
	2. Be posted in accordance with R12�1�1427;
	3. Be access controlled by a LSO or a trained, designated representative; and
	4. Indoor controlled areas shall:
	a. Have latches, interlocks, or other appropriate means to prevent unexpected entry into the lase...
	b. Have a control�disconnect switch, panic button, or equivalent available for deactivating the l...
	c. Be operated in such a manner that the person in charge of the controlled area can momentarily ...
	d. Be controlled in such a manner as to reduce the transmitted values of the laser radiation thro...

	5. When panels or protective covers are removed or interlocks bypassed for service, testing, or m...
	R12�1�1434. Laser Safety Officer (LSO) Duties


	A. Each registrant shall appoint a LSO.
	B. The Laser Safety Officer shall administer the laser radiation protection program and shall:
	1. Assure that maintenance and service for Class 3b IIIb and Class 4 IV lasers are shall be perfo...
	2. Approve written service and maintenance, and operating procedures;
	3. Investigate, document, and report all incidents and accidents as required by R12�1�1436;
	4. No change
	5. No change
	6. No change
	7. No change
	8. No change
	9. Classify or verify the classification of lasers laser and laser systems used under the LSO’s j...
	10. No change
	R12-1-1435. Laser Protective Eye Wear for Use in Laser Facilities


	A. Protective eye wear, as specified by the LSO laser safety officer, shall be worn:
	1. By all individuals having with access to Class 4 Class IV levels of laser radiation.
	2. When required by the laser safety officer, by all individuals with access to Class IIIb levels...

	B. No change
	1. Have a label indicating the optical density for the wavelength Be legibly and permanently labe...
	2. Be maintained so that in proper condition to assure the protective properties of the protectiv...
	3. Be inspected at intervals not to exceed six months to ensure integrity of the protective prope...
	4. Be removed from service when it has been determined that the same level of protective properti...

	C. Records of protective eye wear maintenance, inspections and removal from service shall be reta...
	R12-1-1436. Reporting of Laser Incidents

	A. The licensee shall be responsible for the reporting to the Agency any incident involving known...
	B.A. A registrant shall notify the Agency by telephone The Agency shall be notified within 24 hou...
	1. No change
	2. No change

	C.B. A registrant Each licensee shall notify the Agency by telephone within five working days of ...
	1. Second�degree burns of the skin larger than 1 one inch (2.54 centimeter) in greatest diameter; or
	2. No change
	3. No change

	D.C. A registrant Each licensee shall file a written report of a known exposure of an individual ...
	1. No change
	2. Any incident of which notification is required by subsection (A) or (B) (B) or (C).

	E.D. Each report required by subsection (C) (D) shall describe the extent of exposure to each ind...
	1. An estimate of the Estimates of each individual’s exposure;
	2. The level Levels of laser or collateral radiation involved;
	3. No change
	4. The corrective Corrective steps taken or planned to be taken to assure against a recurrence.

	F.E. A registrant The licensee shall not operate, nor permit the operation of, any laser product ...
	R12-1-1437. Additional Requirements for Special Lasers and Applications Special Lasers

	A registrant operating a laser system with an Installations operating laser systems with unenclos...
	1. Conduct an evaluation before operating the laser to determine of the expected beam path and th...
	2. Evaluate the The stability of the laser platform shall be evaluated to determine the constrain...
	3. Not operate or make ready for operation a laser No laser shall be operated or made ready for o...
	R12-1-1438. Repealed Requirements for Laser and Light Based Cosmetic Procedures


	A. When using a medical laser or an IPL device that is a Class II or III surgical device certifie...
	1. Ensure the device is only used by a licensed practitioner, or by an operator under indirect su...
	2. Ensure that a licensed practitioner purchases a Class II or III surgical device that will be u...

	B. A registrant shall not permit an individual to use a medical laser or IPL system for cosmetic ...
	1. Completed an approved medical laser assistant didactic training course of at least 40 hours in...
	2. Completed a minimum of 16-40 hours of observation and hands on experience, per cosmetic proced...

	C. A registrant shall ensure that cosmetic procedure protocols are approved by the medical direct...
	1. Maintained onsite, and shall contain instructions to be given to the patient for follow-up mon...
	2. Designed to promote the exercise of professional judgement by the nurse or assistant commensur...

	D. A registrant shall ensure the medical director observes the performance of each assistant oper...
	E. A registrant shall ensure the medical director is qualified to do laser, IPL and related proce...
	F. Radiation safety training shall be provided to the following personnel and shall be commensura...
	R12-1-1439. Additional Requirements for Medical Laser Applications Laser/IPL User Safety Training...

	A. Each Class III and Class IV medical laser product shall incorporate the means for measurement ...
	B. Medical lasers used for human irradiation shall be calibrated in accordance with the manufactu...
	C. The licensee shall ensure that medical lasers shall not be used for human irradiation unless a...
	D. In institutions where a number of different practitioners may use Class IIIb and Class IV lase...
	1. Membership on the committee shall include at least a representative of the Nursing staff, the ...
	2. The committee shall review actions by the Laser Safety Officer in hazard evaluation and the mo...
	3. Users, and those ancillary personnel who may operate or assist in the operation of the lasers ...

	E. For Class IIIb and IV lasers, the switch which controls patient exposure shall have a guard me...
	A. An applicant seeking to open a medical laser/IPL user training program shall apply to the Agen...
	B. The Agency shall review the application in subsection (A) in a timely manner as required in A....
	C. The Agency shall maintain a list of approved laser/IPL training programs.
	R12-1-1440. Laser Light Shows Medical Lasers

	A. Prior to the performance of a laser light show, the licensee shall provide to the Agency docum...
	B. The licensee shall notify the Agency in writing, at least two days in advance of the proposed ...
	1. The location, time, and date of the light show;
	2. Sketches showing the location of the laser, operators, performers, laser beam path, viewing sc...
	3. Scanning beam patterns, scan velocity, and frequency in occupied areas;
	4. Physical surveys and calculations made to ensure compliance with this Article.

	C. The licensee shall also supply such additional information as may be required by the Agency fo...
	D. Prior to the performance of an outdoor laser light show, the licensee shall notify the Federal...
	E. Laser radiation emissions outside the spectral range 400 to 700 nanometers shall not exceed Cl...
	F. Levels of laser and collateral radiation, where the audience is located, and where operators, ...
	G. Operators, performers, and employees shall be able to perform their functions without being ex...
	H. Areas where levels of laser radiation exceed the Class II accessible emission limit shall be i...
	I. Scanning devices shall not, as a result of scan failure or any other failure causing a change ...
	J. Where a mirror ball is used with a scanning laser, the conditions of subsections (E) and (F) s...
	K. Laser light shows shall be at all times under the direct and personal supervision of the laser...
	L. Laser radiation levels shall not exceed the accessible emission limits for Class II laser prod...
	M. The maximum laser power output shall be limited to a level sufficient to produce the desired e...
	N. When laser output power must be limited to less than available power in order to satisfy the r...
	O. All safety devices and procedures necessary to comply with this Article shall be functionally ...
	P. The laser system, when not in use, shall be secured against unauthorized operation or tampering.
	Q. Laser alignment procedures shall be performed with the laser output power reduced to the lowes...
	R. The licensee shall ensure that no laser light show is conducted except as specifically authori...
	A. A Class 3 and Class 4 medical laser product shall incorporate a means for measurement of the l...
	B. A Medical laser shall be calibrated according to the manufacturer’s specified calibration proc...
	C. In a medical facility using multiple medical disciplines where a number of different practitio...
	1. Membership on the committee shall include at least a representative of the Nursing staff, the ...
	2. The committee shall review actions by the LSO in hazard evaluation, and the monitoring and con...
	3. Users, and those ancillary personnel who may operate or assist in the operation of the lasers ...

	D. A Class 3b and Class 4 Laser shall have a switch with a guard mechanism to prevent inadvertent...
	E. Each registrant shall establish a laser safety training program that provides a thorough under...
	1. Regulatory requirements and the laser classification system;
	2. Fundamentals of laser operation and the significance of specular and diffuse reflections;
	3. Bio-effects of laser radiation on the eye and skin;
	4. Non-beam hazards of lasers (electrical, chemical, reaction by-products, etc.) and ionizing rad...
	5. The responsibilities of management and employee as they relate to control measures.
	R12-1-1441. Measurements and Calculations to Determine MPE Limits for Lasers Laser Light Shows an...


	Measurements to determine MPE limits shall be made in a manner consistent with the procedures con...
	A. Before a laser light show or laser demonstration, a registrant shall provide to the Agency, do...
	B. Class IIIa laser lighting and entertainment products used for commercial purposes shall licens...
	C. A registrant shall notify the Agency in writing, at least three working days in advance of the...
	1. The location, time, and date of the light show;
	2. Scanning beam patterns, scan velocity, and frequency in occupied areas; and
	3. Physical surveys and calculations made to ensure compliance with this Article.

	D. A registrant shall also supply such additional information as may be required by the Agency fo...
	E. Before an outdoor laser light show, a registrant shall notify the Federal Aviation Administrat...
	F. Laser radiation emissions outside the spectral range 400 to 700 nanometers shall not exceed Cl...
	G. Levels of laser and collateral radiation, where the audience is located, and where operators, ...
	H. All persons, including operators, performers, and employees, in the vicinity of the laser ligh...
	I. Areas where levels of laser radiation exceed the Class 2 accessible emission limit shall be id...
	J. Scanning devices shall not, as a result of scan failure or any other failure causing a change ...
	K. Where a mirror ball is used with a scanning laser, the conditions of subsections (F) and (G) s...
	L. At all times a laser light show or laser demonstration shall be under the direct and personal ...
	M. Laser radiation levels shall not exceed the accessible emission limits for Class II laser prod...
	N. The maximum laser power output shall be limited to a level sufficient to produce the desired e...
	O. When laser output power must be limited to less than available power in order to satisfy the r...
	P. All safety devices and procedures necessary to comply with this Article shall be functionally ...
	Q. The laser system, when not in use, shall be secured against unauthorized operation or tampering.
	R. Laser alignment procedures shall be performed with the laser output power reduced to the lowes...
	S. A registrant shall ensure that no laser light show or laser demonstration is conducted except ...
	R12-1-1442. Repealed Measurements and Calculations to Determine MPE Limits for Lasers

	A registrant shall make measurements to determine MPE limits in a manner consistent with the proc...
	R12-1-1443. Laser Compliance Measurement Instruments

	A registrant shall ensure the Each radiation output measurement determination requiring a measure...
	R12-1-1444. Laser Classification Measurements

	A. Measurement of accessible emission for classification shall be made:
	1. Under the those operational conditions and procedures which maximize the accessible emission l...
	2. No change
	3. No change
	4. With the measuring instrument detector so positioned in a manner that the maximum possible rad...
	5. With For a laser other than a laser system, with the laser coupled to the that type of laser e...

	B.6. Accessible emission levels used to classify for classification of laser and collateral radia...
	a. For laser products intended to be used in a locale where the emitted laser radiation is unlike...
	b. The irradiance in watts per square centimeter or radiant exposure in joules per square centime...
	c. The radiance in watts per square centimeter per steradian or integrated radiance in joules per...
	d. Accessible emission levels of scanned laser radiation shall be based upon the measurement of r...
	Appendix A. Radiofrequency Devices


	Radiofrequency Devices Include But Are Not Limited To:
	Dielectric Heaters And Sealers
	Industrial Microwave Ovens And Dryers
	Medical Diathermy Units
	Asher - Etcher Machines
	Radar
	Radio And Television Transmitters
	R.f. Activated Alarm Systems
	Microwave Relay Links
	Sputter Machines
	R.f. Welding Equipment
	R.f. Activated Lasers
	Medical Surgical Coagulators
	Edge Gluers
	Appendix A. Radio Frequency Devices


	Include but are not limited to the following:
	Dielectric heaters and sealers Industrial microwave ovens and dryers
	Medical diathermy units Asher-etcher equipment
	Radar R.F. welding equipment
	R.F. activated alarm systems Medical surgical coagulators
	Sputter devices
	R.F. activated lasers
	Edge gluers
	Appendix B. Repealed Application Information

	A registration will be issued if an application contains the following information as required in...
	Name and mailing address of applicant Use location
	Person responsible for radiation safety program Telephone number
	Type of facility Facility subtype
	Legal structure and ownership Signature of certifying agent
	Radiation source information Equipment identifiers
	Shielding information Scale drawing
	Equipment operator instructions and restrictions Physicist name and training, if
	Classification of professional in charge applicable
	Type of request: amendment, new, or renewal Contact person
	Protection survey results, if applicable Appropriate fee listed in Article 13
	Radiation Safety Officer name, if applicable schedule
	Laser class and type, if applicable
	Other licensing requirements in Article 14
	Appendix C. Cosmetic Laser/IPL Operator Training Program

	General Considerations
	1. Training programs shall be specific to the medical laser/IPL system in use, and to the clinica...
	2. Program criteria and content shall be in accordance with the facility policy and procedure, ap...
	3. The degree and type of training shall be appropriate for the hazards associated with the laser...
	Technical Considerations
	1. Description of lasers and IPL’s
	2. Definitions
	3. Laser/IPL radiation fundamentals
	4. Laser mediums and types of lasers – solid, liquid, diodes, and gas and IPL’s
	5. Biological effects of laser/IPL light
	6. Damage mechanisms
	a. Eye hazard
	b. Skin hazard (skin type and skin anatomy)
	c. Absorption – wavelength effects
	d. Thermal effects
	7. Photo chemistry
	8. Criteria for setting Maximum Permissible Exposure (MPE) levels for eye and skin Associated haz...
	9. Explosive, electrical, and chemical hazards
	10. Photosensitive medications
	11. Fire, ionizing radiation, cryogenic hazards, and others as applicable
	General Laser/IPL safety
	1. Laser/IPL classifications
	2. Control measures including protective equipment
	3. Management and user responsibilities
	4. Medical surveillance practices
	5. Federal and state regulatory requirements
	6. Related safety issues
	a. Controlled access
	b. Plume management
	c. Equipment testing, aligning, and troubleshooting
	7. Administrative controls
	a. Role of LSO and IPL safety officer
	b. Development of policies and procedures
	c. Documentation methods
	d. Regulations, standards, and recommended professional practices
	e. Certification criteria and skills validation
	f. Medical surveillance





