Food and Drug Administration, HHS

compatibility requirements for a laser
energy source that will assure compli-
ance of the laser product with this sec-
tion and §1040.11.

(vi) In the case of laser products clas-
sified with a 7 millimeter diameter ap-
erture stop as provided in paragraph
(e)(3)(1) of this section, if the use of a 50
millimeter diameter aperture stop
would result in a higher clsssification
of the product, the following warning
shall be included in the user informa-
tion: “CAUTION—The use of optical in-
struments with this product will in-
crease eye hazard.”

(2) Purchasing and servicing informa-
tion. Manufacturers of laser products
shall provide or cause to be provided:

(i) In all catalogs, specification
sheets, and descriptive brochures per-
taining to each laser product, a legible
reproduction (color optional) of the
class designation and warning required
by paragraph (g) of this section to be
affixed to that product, including the
information required for positions 1, 2,
and 3 of the applicable logotype (figure
1 of paragraph (g)(1)(ii) or figure 2 of
paragraph (g)(2)(ii) of this section).

(ii) To servicing dealers and distribu-
tors and to others upon request at a
cost not to exceed the cost of prepara-
tion and distribution, adequate in-
structions for service adjustments and
service procedures for each laser prod-
uct model, including clear warnings
and precautions to be taken to avoid
possible exposure to laser and collat-
eral radiation in excess of the acces-
sible emission limits in tables I, II-A,
II, ITII-A, III-B, and VI of paragraph (d)
of this section, and a schedule of main-
tenance necessary to keep the product
in compliance with this section and
§1040.11; and in all such service instruc-
tions, a listing of those controls and
procedures that could be utilized by
persons other than the manufacturers
or the manufacturer’s agents to in-
crease accessible emission levels of ra-
diation and a clear description of the
location of displaceable portions of the
protective housing that could allow
human access to laser or collateral ra-
diation in excess of the accessible
emission limits in tables I, II-A, II, III-
A, ITTI-B, and VI of paragraph (d) of this
section. The instructions shall include
protective procedures for service per-
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sonnel to avoid exposure to levels of
laser and collateral radiation known to
be hazardous for each procedure or se-
quence of procedures to be accom-
plished, and legible reproductions
(color optional) of required labels and
hazard warnings.

(i) Modification of a certified product.
The modification of a laser product,
previously certified under §1010.2, by
any person engaged in the business of
manufacturing, assembling, or modi-
fying laser products shall be construed
as manufacturing under the act if the
modification affects any aspect of the
product’s performance or intended
function(s) for which this section and
§1040.11 have an applicable require-
ment. The manufacturer who performs
such modification shall recertify and
reidentify the product in accordance
with the provisions of §§1010.2. and
1010.3.

(The information collection requirements
contained in paragraph (a)(3)(ii) were ap-
proved by the Office of Management and
Budget under control number 0910-0176)

[50 FR 33688, Aug. 20, 1985; 50 FR 42156, Oct.
18, 1985; 65 FR 17138, Mar. 31, 2000]

§1040.11 Specific purpose laser prod-
ucts.

(a) Medical laser products. Each med-
ical laser product shall comply with all
of the applicable requirements of
§1040.10 for laser products of its class.
In addition, the manufacturer shall:

(1) Incorporate in each Class III or IV
medical laser product a means for the
measurement of the level of that laser
radiation intended for irradiation of
the human body. Such means may have
an error in measurement of no more
than 20 percent when calibrated in ac-
cordance with paragraph (a)(2) of this
section. Indication of the measurement
shall be in International System Units.
The requirements of this paragraph do
not apply to any laser radiation that is
all of the following:

(i) Of a level less than the accessible
limits of Class IIla; and

(ii) Used for relative positioning of
the human body; and

(iii) Not used for irradiation of the
human eye for ophthalmic purposes.

(2) Supply with each Class III or IV
medical laser product instructions
specifying a procedure and schedule for
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calibration of the measurement system
required by paragraph (a)(1) of this sec-
tion.

(3) Affix to each medical laser prod-
uct, in close proximity to each aper-
ture through which is emitted acces-
sible laser radiation in excess of the ac-
cessible emission limits of Class I, a
label bearing the wording: ‘‘Laser aper-
ture.”

(b) Surveying, leveling, and alignment
laser products. Bach surveying, leveling.
or alignment laser product shall com-
ply with all of the applicable require-
ments of §1040.10 for a Class I, ITIa, II or
IIIa laser product and shall not permit
human access to laser radiation in ex-
cess of the accessible emission limits of
Class IITa.

(c) Demonstration laser products. Each
demonstration laser product shall com-
ply with all of the applicable require-
ments of §1040.10 for a Class I, Ila, II, or
IIIa laser product and shall not permit
human access to laser radiation in ex-
cess of the accessible emission limits of
Class I and, if applicable, Class Ila,
Class II, or Class IIla.

[50 FR 33702, Aug. 20, 1985]

§1040.20 Sunlamp products and ultra-
violet lamps intended for use in
sunlamp products.

(a) Applicability. (1) The provisions of
this section, as amended, are applica-
ble as specified herein to the following
products manufactured on or after Sep-
tember 8, 1986.

(i) Any sunlamp product.

(ii) Any ultraviolet lamp intended for
use in any sunlamp product.

(2) Sunlamp products and ultraviolet
lamps manufactured on or after May 7,
1980, but before September 8, 1986, are
subject to the provisions of this section
as published in the FEDERAL REGISTER
of November 9, 1979 (44 FR 65357).

(b) Definitions. As used in this section
the following definitions apply:

(1) Exposure position means any posi-
tion, distance, orientation, or location
relative to the radiating surfaces of the
sunlamp product at which the user is
intended to be exposed to ultraviolet
radiation from the product, as rec-
ommended by the manufacturer.

(2) Intended means the same as
tended uses’ in §801.4.
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(3) Irradiance means the radiant
power incident on a surface at a speci-
fied location and orientation relative
to the radiating surface divided by the
area of the surface, as the area be-
comes vanishingly small, expressed in
units of watts per square centimeter
(W/cm?2).

(4) Maximum exposure time means the
greatest continuous exposure time in-
terval recommended by the manufac-
turer of the product.

(5) Maximum timer interval means the
greatest time interval setting on the
timer of a product.

(6) Protective eyewear means any de-
vice designed to be worn by users of a
product to reduce exposure of the eyes
to radiation emitted by the product.

() Spectral irradiance means the irra-
diance resulting from radiation within
a wavelength range divided by the
wavelength range as the range becomes
vanishingly small, expressed in units of
watts per square centimeter per
nanometer (W/(cmznm)).

(8) Spectral transmittance means the
spectral irradiance transmitted
through protective eyewear divided by
the spectral irradiance incident on the
protective eyewear.

(9) Sunlamp product means any elec-
tronic product designed to incorporate
one or more ultraviolet lamps and in-
tended for irradiation of any part of
the living human body, by ultraviolet
radiation with wavelengths in air be-
tween 200 and 400 nanometers, to in-
duce skin tanning.

(10) Timer means any device incor-
porated into a product that terminates
radiation emission after a preset time
interval.

(11) Ultraviolet lamp means any lamp
that produces ultraviolet radiation in
the wavelength interval of 200 to 400
nanometers in air and that is intended
for use in any sunlamp product.

(c) Performance requirements—(1) Irra-
diance ratio limits. For each sunlamp
product and ultraviolet lamp, the ratio
of the irradiance within the wave-
length range of greater than 200
nanometers through 260 nanometers to
the irradiance within the wavelength
range of greater than 260 nanometers
through 320 nanometers may not ex-
ceed 0.003 at any distance and direction
from the product or lamp.
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