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such other manner as may be pre-
scribed in the exemption: 

CAUTION 

This electronic product has been exempted 
from Food and Drug Administration radi-
ation safety performance standards pre-
scribed in the Code of Federal Regulations, 
title 21, chapter I, subchapter J, pursuant to 
Exemption No. lll, granted on 
lllllll 

[42 FR 44229, Sept. 2, 1977; 42 FR 61257, Dec. 2, 
1977, as amended at 44 FR 17657, Mar. 23, 1979; 
46 FR 8460, 8958, Jan. 27, 1981; 50 FR 7518, Feb. 
22, 1985; 50 FR 13564, Apr. 5, 1985; 53 FR 11254, 
Apr. 6, 1988; 59 FR 14365, Mar. 28, 1994; 65 FR 
17138, Mar. 31, 2000] 

Subpart B—Alternate Test 
Procedures 

§ 1010.13 Special test procedures. 

The Director, Center for Devices and 
Radiological Health, may, on the basis 
of a written application by a manufac-
turer, authorize test programs other 
than those set forth in the standards 
under this subchapter for an electronic 
product if he determines that such 
products are not susceptible to satis-
factory testing by the procedures set 
forth in the standard and that the al-
ternative test procedures assure com-
pliance with the standard. 

[40 FR 32257, July 31, 1975, as amended at 53 
FR 11254, Apr. 6, 1988] 

Subpart C—Exportation of 
Electronic Products 

§ 1010.20 Electronic products intended 
for export. 

The performance standards pre-
scribed in this subchapter shall not 
apply to any electronic product which 
is intended solely for export if: 

(a) Such product and the outside of 
any shipping container used in the ex-
port of such product are labeled or 
tagged to show that such product is in-
tended for export, and 

(b) Such product meets all the appli-
cable requirements of the country to 
which such product is intended for ex-
port. 

[40 FR 32257, July 31, 1975] 

PART 1020—PERFORMANCE 
STANDARDS FOR IONIZING RADI-
ATION EMITTING PRODUCTS 

Sec. 
1020.10 Television receivers. 
1020.20 Cold-cathode gas discharge tubes. 
1020.30 Diagnostic x-ray systems and their 

major components. 
1020.31 Radiographic equipment. 
1020.32 Fluoroscopic equipment. 
1020.33 Computed tomography (CT) equip-

ment. 
1020.40 Cabinet x-ray systems. 

AUTHORITY: 21 U.S.C. 351, 352, 360e–360j, 
360hh–360ss, 371, 381. 

SOURCE: 38 FR 28632, Oct. 15, 1973, unless 
otherwise noted. 

§ 1020.10 Television receivers. 

(a) Applicability. The provisions of 
this section are applicable to television 
receivers manufactured subsequent to 
January 15, 1970. 

(b) Definitions. (1) External surface 
means the cabinet or enclosure pro-
vided by the manufacturer as part of 
the receiver. If a cabinet or enclosure 
is not provided as part of the receiver, 
the external surface shall be considered 
to be a hypothetical cabinet, the plane 
surfaces of which are located at those 
minimum distances from the chassis 
sufficient to enclose all components of 
the receiver except that portion of the 
neck and socket of the cathode-ray 
tube which normally extends beyond 
the plane surfaces of the enclosure. 

(2) Maximum test voltage means 130 
root mean square volts if the receiver 
is designed to operate from nominal 110 
to 120 root mean square volt power 
sources. If the receiver is designed to 
operate from a power source having 
some voltage other than from nominal 
110 to 120 root mean square volts, max-
imum test voltage means 110 percent of 
the nominal root mean square voltage 
specified by the manufacturer for the 
power source. 

(3) Service controls means all of those 
controls on a television receiver pro-
vided by the manufacturer for purposes 
of adjustment which, under normal 
usage, are not accessible to the user. 

(4) Television receiver means an elec-
tronic product designed to receive and 
display a television picture through 
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broadcast, cable, or closed circuit tele-
vision. 

(5) Usable picture means a picture in 
synchronization and transmitting 
viewable intelligence. 

(6) User controls means all of those 
controls on a television receiver, pro-
vided by the manufacturer for purposes 
of adjustment, which on a fully assem-
bled receiver under normal usage, are 
accessible to the user. 

(c) Requirements—(1) Exposure rate 
limit. Radiation exposure rates pro-
duced by a television receiver shall not 
exceed 0.5 milliroentgens per hour at a 
distance of five (5) centimeters from 
any point on the external surface of 
the receiver, as measured in accord-
ance with this section. 

(2) Measurements. Compliance with 
the exposure rate limit defined in para-
graph (c)(1) of this section shall be de-
termined by measurements made with 
an instrument, the radiation sensitive 
volume of which shall have a cross sec-
tion parallel to the external surface of 
the receiver with an area of ten (10) 
square centimeters and no dimension 
larger than five (5) centimeters. Meas-
urements made with instruments hav-
ing other areas must be corrected for 
spatial nonuniformity of the radiation 
field to obtain the exposure rate aver-
age over a ten (10) square centimeter 
area. 

(3) Test conditions. All measurements 
shall be made with the receiver dis-
playing a usable picture and with the 
power source operated at supply 
voltages up to the maximum test volt-
age of the receiver and, as applicable, 
under the following specific conditions: 

(i) On television receivers manufac-
tured subsequent to January 15, 1970, 
measurements shall be made with all 
user controls adjusted so as to produce 
maximum x-radiation emissions from 
the receiver. 

(ii) On television receivers manufac-
tured subsequent to June 1, 1970, meas-
urements shall be made with all user 
controls and all service controls ad-
justed to combinations which result in 
the production of maximum x-radi-
ation emissions. 

(iii) On television receivers manufac-
tured subsequent to June 1, 1971, meas-
urements shall be made under the con-
ditions described in paragraph (c)(3) (ii) 

of this section, together with condi-
tions identical to those which result 
from that component or circuit failure 
which maximizes x-radiation emis-
sions. 

(4) Critical component warning. The 
manufacturer shall permanently affix 
or inscribe a warning label, clearly leg-
ible under conditions of service, on all 
television receivers which could 
produce radiation exposure rates in ex-
cess of the requirements of this section 
as a result of failure or improper ad-
justment or improper replacement of a 
circuit or shield component. The warn-
ing label shall include the specification 
of operating high voltage and an in-
struction for adjusting the high volt-
age to the specified value. 

§ 1020.20 Cold-cathode gas discharge 
tubes. 

(a) Applicability. The provisions of 
this section are applicable to cold- 
cathode gas discharge tubes designed 
to demonstrate the effects of a flow of 
electrons or the production of x-radi-
ation as specified herein. 

(b) Definitions. Beam blocking device 
means a movable or removable portion 
of any enclosure around a cold-cathode 
gas discharge tube, which may be 
opened or closed to permit or prevent 
the emergence of an exit beam. 

Cold-cathode gas discharge tube means 
an electronic device in which electron 
flow is produced and sustained by ion-
ization of contained gas atoms and ion 
bombardment of the cathode. 

Exit beam means that portion of the 
radiation which passes through the ap-
erture resulting from the opening of 
the beam blocking device. 

Exposure means the sum of the elec-
trical charges on all of the ions of one 
sign produced in air when all electrons 
liberated by photons in a volume ele-
ment of air are completely stopped in 
air divided by the mass of the air in the 
volume element. The special unit of ex-
posure is the roentgen. One (1) roent-
gen equals 2.58×10¥4 coulombs/kilo-
gram. 

(c) Requirements—(1) Exposure rate 
limit. (i) Radiation exposure rates pro-
duced by cold-cathode gas discharge 
tubes shall not exceed 10 mR./hr. at a 
distance of thirty (30) centimeters from 
any point on the external surface of 
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