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1-101

1-102

ARTIFICIAL TANNING DEVICE REGULATIONS

Purpose These rules andgelations provide for the gestration and rgulation of
facilities and equipment which emplaltraviolet and other lamps for the purpose
of artificially tannirg the human skin thragi the application of ultraviolet radiation.

Definitions

(@)

(b)

(€)

(d)

(e)

(f)

(9

(h)

Approvedshall mean acceptable to the Colorado Department of Health, or its
authorized gents, or emplgees based on determination of conformance with
applicable documented standards gadd public health practices.

Artificial Tanning Device shall mean an equipment that as defined in
Section 25-5-1003(1), C.R.S. 1989, as amended.

Board shall mean the State Board of Health as defined in Section 25-5-
1003(2), C.R.S. 1989, as amended.

Consumesshall mean anindividual who is provided access to a tamgnin
facility which is required to be gestered as provided in Section 25-5-
1004(1), C.R.S. 1989, as amended.

Departmenshall mean the Colorado Department of Health, or its authorized
agents, or emplygees.

Inspection shall mean an official examination or observation the
Department includig, but not limited to, tests, suryg and monitorig of
artificial tannirg devices and tanngfacilities.

Operatorshall mean anindividual desgnated ly the reistrant to operate or

to assist and instruct the consumer in the correct operation and use of
artificial tannirg device(s).

Ownershall mean a person in possession and irgeladran artificial tannig
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1-103

(i)

()

(k)

0

(m)

(n)

(0)

facility, and/or tannig device(s), except as exempted in 1-103 of these
regulations.

Personshall mean a natural person, partnership, association, cgmpan
corporation, or ajanization or a mamgr, gent, servant, officer, or
employee thereof.

Phototherap Deviceshall mean a piece of equipment as defined in Section
25-5-1003(5), C.R.S. 1989, as amended.

Registrantshall mean anperson who is gstered with the Department as
provided in Section 25-5-1004(1), C.R.S. 1989, as amended.

Registrationshall mean mistration with the Department in accordance with
the provisions of Section 25-5-1004(1), C.R.S. 1989, as amended.

Tannirg equipmentshall mean ultraviolet or other lamps and equipment
containirg such lamps intended to induce skin tagrihrough the irradiation
of ary part of the livig human boyl.

Tannirg Facility shall mean anlocation, premises, place, area, structure, or
business, as defined in Section 25-5-1003(6), C.R.S. 1989, as amended.

Ultraviolet radiationshall mean electrorgaetic radiation as defined in
Section 25-5-103(7), C.R.S. 1989, as amended.

Exemptions Exemptions shall be as provided in Section 25-5-1005(1)(a)(b) and (c),

C.R.S. 1989, as amended.



2-201

2-202

Application for Reistration of Artificial Tannim Facilities

(@)

(b)

(€)

(d)

Each person hawnan artificial tannig facility on Januar 1, 1993 shall
apply for registration of such facilit no later than thiyt (30) das from
Januay 1, 1993.

Each person establishior acquirig a tanniig facility after Januagr1, 1993,
shall appy for registration of each location for such fagilprior to bginning
operation of such a faciit

The application required in 2-202(a) and 2-202(b) of tlyslagion shall be
completed on forms provided/tihe Department and shall contain all the
information required ¥ such forms.

The Department shall require at least the foll@niormation on the forms
provided when appling for registration of each tanngnfacility:

(2) Name, mailig address, location if different than magliaddress, and
telephone number of the tangifacility;

(2) Name(s), mailig address(es) and telephone number(s) of the
owner(s) of the tann@facility;

(3) The manufacturer(s), model number(s), aypk(s) of ultraviolet
lamp(s) or tannig equipment located within the facylit

4) Thegeaographic areas within the State to be covered, if the faglit
mobile.

5) A signed and dated application fogrgtration that the applicant will
comply with the requirements of theseguations.

Duration of Raistration




2-203

2-204

2-205

(@)

(b)

(€)

(d)

Raistration is valid for a period of one calendewar. Applications for
registration shall be made dugrthe month of December of eaghar.

All registrations shall expire at midght on December thiytfirst of theyear
for which issued.

The annual gistration fee shall be prorated on a moytidsis for ap initial
registration received after Janyat of ary year.

A registration shall not bgranted without prior pament of the tannm
equipment fee required in 25-5-1004(2), C.R.S.

Transfer of Rgstration

Registration is not transferable from one person to another person or from one
tannirg facility to another tanngpfacility.

Report of Chaye:

(@)

(b)

The rgistrant shall noty the Department in writop before makig any
charge which would render the information contained in the application for
registration no loger accurate.

Any new or additional tanngnequipment which was not previoyseported
to the Department, shall be reported at the time of anngiatnagion.

Termination of Regstration

The Department nyaterminate a rgstration upon receipt of a written request for
termination from the igstrant. Once a tanrgfacility is registered and the fee has
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been paid for thgear, no portion of the fee will be refunded.

2-206 Prohibited Advertisement

(a) No person, in anadvertisement or promotion, shall state or yniblat
because such person or person's tanfacility is registered with the
Department pursuant to the provisions of Section 25-5-1004(1), C.R.S. 1989,
as amended, and thesgukations, that apactivity under such igistration
has been approved the Department.

(b) No person, in anadvertisement or promotion, shall indicate that such
person's artificial tanngndevice(s) is safe or free of hazards from ultraviolet
radiation, nor impl use as a medical device or treatment.



3-301 Construction and Operation of Tarmpiacilities

Unless otherwise ordered or approvgdhe Department, each tangifacility shall
be constructed, operated and maintained to meet the fofowimimum
requirements:

€) Warnirg Signs

(1)

The following warnirng sign shall be posted in the immediate
proximity (within one meter) of each tangirstation; it shall be
readily legible, cleary visible, and not obstructedykary barrier,
equipment, or other item present so that the user cay egsil the
warning sign before activatig the tannig equipment.

kkkkkkkkkkkkkkkkkkkhkkhkkkkkkkkkkkkkhkkhkkkkkkkkkkkhkkhkkhkkhkkkkkkkhkkhkkhkkhkkhkkkkkkkkkkx

DANGER--ULTRAVIOLET RADIATION

Follow instructions.

Avoid overexposure. As with natural sigflt, exposure can cause
premature ging of the skin and skin cancer.

Wear protective yewear. FAILURE TO USE PROTECTIVE
EYEWEAR MAY RESULT IN SEVERE BURNS OR LONG
TERM INJURY TO THE EYES .

Medications or cosmetics mancreaseyour sensitiviy to the
ultraviolet radiation. Consult a psician before usmsunlamp ifyou
are usiig medications or have a hisyoof skin problems, or believe
yourself especiall sensitive to surgit.

If you do not tan in the sugipu are unlikg} to tan from the use of
this product.

kkkkkkkkkkkkkkkkkkkhkkhkkkkkkkkkkkhkkhkkhkkkkkkkkkkkhkkhkkhkkhkkkkkkkkkhkkhkkhkkhkkkkkkkhkkx

(2) The letterig on each warnigsign shall be at least ten millimeterghifor
all words shown in capital letters and at least five millimetegh for all
lower case letters.



(b)

Physical Facilities

(1)

(2)

3)

(4)

(5)

(6)

Only tannirg equipment manufactured in accordance with the
specifications set forth in 1991 21 CFR Part 1040, Section 1040.20,
"Sunlamp products and ultraviolet lamps intended for use in sunlamp
products”, shall be used in tangifacilities. The exact nature of
compliance shall be based on the standard in effect at the time of
manufacture as shown on the device identification label requyred b
1991 21 CFR Part 1010, Section 1010.3.

Each assemyplof tannirg equipment shall be equipped with a timer
which complies with the requirements of 1991 21 CFR 1040.20 (c)
(2). The maximum timer interval shall not exceed the manufacture's
maximum recommended exposure time. No timer interval shall have
an error exceedgplus or minus 10 percent of the maximum timer
interval for the product. The gestrant shall ensure that tests are
preformed on each assembif tannirg equipment, at least annuall

and documented in writghto ensure the timer is accurate to within
10% of the maximum exposure time. A record of timer tgstin
results shall be kept at each tamiacility location.

The timer intervals shall be numerigalhdicated, at ten (10) minute
intervals to a maximum of thyrt(30) minutes.

The timer mg not automaticayl reset and cause radiation emission
to resume for a periogreater than the unused portion of the timer
cycle, when emission from the tangidevice has been terminated.

The timer requirements do not preclude a product from alpain
user to reset the timer before the end of the preset time interval.

Each assemplof tannirg equipment shall be provided with a control
on the equipment to enable the consumer to terminate myanuall
radiation emission from the equipment atyatime without
disconnectig the electrical plg or removirmg ary ultraviolet lamp.
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(€)

(d)

(7)

(8)

9)

Tannirg equipment shall be provided wighound fault protection on
the electrical circuit, or other methods for prevemshock.

Tannirg equipment shall include phical barriers to protect
consumers from jary induced ly touchirg or breakig the lamps.

Each tannig device shall be operated to precludg trermal burns
to human skin or cause heat prostration.

Additional Requirements for Stand-Up Booths angl @abinet or Vertical

Tannim Device

(1)

(2)

3)

(4)

(5)

Tannirg booths and cabinets or vertical tarqpdevice(s) degnated
for stand-up use shall also complith the following additional
requirements:

Booths shall have phkical barriers or other means, such as handrails
or floor markirgs, to indicate the proper exposure distance between
ultraviolet lamps and the consumer's skin;

Booths shall be constructed with sufficient sttérand rgidity to
withstand the stress of use and the impact of a dgtierson;

Access to booths shall begid construction with doors which are
non-latchirg and open outwarg)

Booths shall be equipped with handrails and non-slip floors.

Protective Fewear

(1)

(2)

Registrants are responsible to provide protectiyeveear to each
consumer durig use of tannig equipment however, consumersyma
use their own protectiveyewear if approvediybthe reistrant.

The protectiveyewear in this rgulation shall meet the requirements
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(€)

(f)

®3)

(4)

(1)

(2)

3)

of 1991 21 CFR 1040.20 (c) (4).

Tannirg facility operators shall instruct the consumer in the proper
utilization of the protectivey@wear. Fewear must be worn when
the lamps are engiced. The gepiece must be in place, and must
cover the ge sockets of the user.

Tannirg facility operators shall ensure all protectiyewear is clean
and sanitized, theyewear has no defects, the frames and lenses
contain no cracks, abrasions and that the lenses are not clouded.

Sanitation

The rgistrant shall ensure that an operator prgpsdnitizes the
tannirng equipment and the protectivgesvear between eveuse ly

a consumer. Exposure to the ultraviolet radiation produged b
tannirg equipment is not adequate sanitization. The sanitizer used
shall be one mgstered for such useybthe U.S. Environmental
Protection Ayengy or the Colorado Department ofAculture.

The floors, walls and fixtures in tangifacilities shall be kept clean
and ingood repair at all times.

If towels or linens are provided to consumersy #tell be clean and
sanitay. Towels and linens shall be washed between each use.
Towels shall be stored in a clean place. Soiled towels and linens shall
be stored in nonabsorbent containers or washable fabags.

Consumer Warnin:

(1)

Prior to initial exposure to ultraviolet radiation at a tagrarcility,
the consumer shall lggven a copy of the warniig statements and
must be supplied with at least the follogyimformation:
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(@) A representative list of potential photosensitgiziinugs and
agents. This list should at least includeglor gents in the
product classes of acne treatment, antibacterials, antibiotics,
anticonvulsants, antidepressants, antibacterials,
antihypertensive, ye, estrgen and prgesterones,
melan@enics, perfumes and toilet articles, tranquilizers,
antihistamines and antimicrobials/antinfectiogerss.

(b) Information rgarding potential ngative health effects related
to ultraviolet exposure, includin

(2) The increased risk of skin cancer later in life; and
potential detrimental health risks includirskin
cancer; a gnificant increased risk of skin
cancer/melanoma, when a painful blistgreaunburn
has occurred prior to thga of eghteen (18).

(2) The increased risk of skin thickegiand premature
aging;

3) The possible activation of some viral conditions (cold
sores); and

4) The possibily of skin burnimg or rashes, especiwlif
using ary of the potential photosensitigjrdrugs and
agents. Potential clients who are ugin
photosensitizig medication, have a historof sun
sensitiviy or have a histgr of sun related skin
problems should be advised not to use the tannin
device

(©) Basic information on how different skigpes respond to
tannirg.
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(d) An explanation of the need to use protectiyeveear with
both ultraviolet-A (UVA) and ultraviolet-B (UVB)ystems,
and that closig the g/es is not sufficient to prevent possible
eye damae.

(e) Information that tannghmay be inadvisable durgqpregnany
and information that tanngnis inadvisable for persons with
photosensitizig diseases, melanoma or other skin cancers.

4-401 Records

€) The registrant shall maintain records ensgritinat the requirements of 3-
301(b)(1) and (2), have been met.

(b) Each rgistrant shall keep records shogireceipt, transfer, and disposal of
all tannirg equipment.

5-501 Report of Accident or Adverse Reaction

€) The rgistrant shall submit to the Department a written report, as provided in
Section 25-5-1007(6) C.R.S. 1989, as amended,\yoéecident or adverse
reaction to the use of wrartificial tannirg device within fifteen dgs after
discovey of the event;

(b) The report shall include:
Q) The name, address, telephone number of the affected individual,

(2) The name, address, telephone number of tgnfacility, and
identification of the specific tanngdevice involved;

3) The nature of the actual or ajéxl accident or adverse reaction, and
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ary other information relevant to the actual or gdlé accident or
adverse reaction includirduration of exposure;

4) Name of attendophysician, if applicable, medical attention ght
and treatment.

6-601 Replacement of Ultraviolet Lamps, Bulbs or Filters

(@) The rgistrant shall ont use lamps which have been certified with the Food
and Dryg Administration (FDA) as "equivalent" lamps under the FDA
regulations and policies applicable at the time of replacement of the lamps.

(b) The registrant shall replace defective or burned out lamps, bulbs or filters
with a tpe intended for use in the affected tagrequipment as specified on
the product label and hagrthe same spectral distribution.

(©) The rgistrant shall maintain manufacturer's literature demonsgydltia
equivalenyg of ary replacement lamps.

(d) Defective or burned-out lamps or filters shall be replaced before further use
of the tanniig equipment.

(e) Lamps and bulbs desiated for medical use gnshall not be used.

7-701 Inspections

(@) Agents of the Department, after proper identification, shall be permitted to
enter ag tannirg facility during business hours for the purpose of mgkin
inspections, invegiating complaints and to determine compliance with these
regulations. Ayents of the Department shall not inspegt tannirg device
while in use ly consumers.

(b) Each reistrant shall make available to the Department records and
documents, upon reasonable notice, maintained pursuant to the requirements
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of these rgulations.

Copies of "Code of Federal Bdations" (CFR) are available for reference from the Director,
Consumer Protection Division, Colorado Department of Health, 4300y0@ezek Drive South,
Denver, Colorado 80222-1530. This reference does not include later amendments to or editions of
the incorporated material.

1/06/93
H:\tann.tan
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