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21 CFR

1020.10. Television Receivers

applies to receivers and monitors chat receive and converc a
signal to display a ‘Television piccurew

limits radiation ac 5 cm from the surface to 0.5 mR/hr during
conditions of maximized ueer and service controls and a
single worst-case component fault

“.. .=-.,.
.j

1020.20. Cold-cathode Discharge T@es ....
&e

limits radiaclon at 30 cm to 10 mR/hr

requires user precautions labeling
●

1020.30. Diagnos~ic.X-Ray Syslxms and kheir Major Components

appY-ies Eo Cub& housings, generators and controls, film
changers; fluoroscopic assemblies; spot film &d image
intknsifier~; cephalometric devices; image receptor support
devices for mammographic systems; dia~ostic systems; CT
systems “(inpart)

limits leakage at 1 meter from the source to 100 mR in 1 hr
and at 5 cm from any other componenlx to 2 mlt in 1 hr

specifies beam limitations and bea-m~ality criteria; user
and assembler instructions and technzcal information

.1020.31. Radiog’maphicEquipment

requires control and indication of technique factors; “
timer termina~ion conditions; accuracy and reproducibility
specifications; indication and limits on field size and
alignment, etc.

limits transmission through mammographic image support system
at 5 cm to 0.1 mR for each tube accivatian

1020.32. I?luoroscopi.cEquipme&

requires primary protective barrier; field limitation;
continuous pressure control; source co skin distance; timer

limits entrance exposure rates to 5 R/rein (or 10 R/rein wi~h ““
automatic exposure rate control.)

\
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1020.33.” Computed Tomography (CT) Equipment

specifies user information on dose, imaging performance and
quality assurance

requires indication prior Co initiation of scan, timex
control to terminate or shutter Ehe beam, indication of plane
and alignment; beam on and shutter status indicators

-.
1020.40. Cabinet X-Ray SysMms21 CFR

J ~
applies to syfit.emswiEh x-ray tube installed in~an enclosure, ‘“
including carry-on baggage inspection systems

limits radiation at 5 cm to 0.5 mR/hr under maximized
operating conditions and door pasiticms;.restricts human
access to the primary beam

qequires 2 interlocks on each door with~l resulting in
physical disconnection of energyto the generator; key
control; 2 independent x-ray on indicators; warning
indicators and labels; user instruc~ions, etc.”-

1030.10. Microwave Ovens

applies to ovens for heating &d
commercial)

limits radiation at 5 cm to 1 mtl

cooking food (household or -

per sq cm prior to purchase “
and 5 mW per sq cm throughout useful life under cond~tions of
allowable door positions and primary interlock failure, or
with conducting wire

limits access by human body to energy-containing space qnd to
1 of 2 required interlocks; ac lea~~
~’monitoredt[to disable the source

1 interlock must be

and semice manualsrequires user caution label and user/-

21 CFR 1040.10. Lasers and Laser Systems

applies to lasers, produces containing lasers, and products
intended to contain lasers

specifies classification and user logotype with precautions
based on radiation accessible during use; limits radiation
from viewing opticst ports and displays to less than Class 1; ~~
specifies interloc~s/~abels based on radiation accessible
during maintenance and service

_#-%



.
- requires;”“based on increasing hazaid class, radiation

\ indicators and safe~y: aperture label, beam attenua~or,
emission indicacor (some with Lime delay), remote door
interlock, key control, scanning safeguards, etc.

21 CFR

21 CFR

21 CFR

21.CFR

requires user, maintenance and service manuals

1040.11. Specific Laser Productx

requires indication of power levels oh medical lasers wieh
+/- 20% accuracy “..

limits radiation to less than Class IZIa for sukeying,
leveling and alignment lasers ~

#

limits radiation,to less than Class IIIa for demonstration
lasers, including display or entertainment ( NOTE:
Variances, with extensive human a’ccesslimitations, are often
granted for laser light shows.)

1040.20. SunlamPs and Sunlamp Productst

applies LO products intended to produce skin t~-ing

limits levels of UV-C radiation and ratio of W-A/ U’V-B;
requires specification of compatible lamps

...

requires maximum exposure time based on ultraviolet levels,
timers with +/- 10% accuracy, protective eyewear, and user
labeling and instructions

1040.30. High-in6ensity Mercury Vapor Dischaxge Lamps!

requires self-extinguishing lamps to cease operating after
breakage or removal of 3 sq. cm of the outer envelope

specifies lamp packaging and advertisement information “

1050.10. Ultrasonic Therapy Products

applies to applicators or generators operating above 16 kHz
for physical therapy

provides indication of radia~ion parameters: average and
temporal peak power and/or intensity; pulse duration, pulse
repetition rate; effective radiating area; beam
nonuniformity and spatial distributions, etc.

requires power accuracy of +/- 20% and timer accuracy +/- 10%
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21 CFR 1010.4, 1010.5.
Variances; Exexlptions

21 CFR

21 CFR

/’ ‘.-.,

(

21 CFR

manufacturers may request variances (i.e., an individual
standard) for al~emate, or equivalen~

I safety
manufacturers may re~est exemptioxlfrom a perfo~ce
standard for reason of national security, investigations
etc. t:.

1002.20. 1Accid~&l Radiation Occumcese +

required for ALL electronic products immediately after the
event

documents any actual or possible un~ec& exposure during
manufacturing, testing or use of the pr~uct

1002.10-12. Product Reports (also Supplements: Abbreviated)
. .

applies to products listed in Table 1 of 1002.1 ‘(mostare
subject to perfomnce standards)

documents info~~tion on manner of confotity ~o standards,
labeling, test .inst~entation,. test procedures, qualitycontrol, etc.; submitted prior to fa~ly of products beingintrduced” into commerce

..
abbreviated reports were added in Ott 1995 to reduce burdens

1002.13. Annual Reports

applies to produces as IisEed in

documents results of Eesting and user safety concerns;
annually or quarterly updates contain model listings

.———.
—
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Table 1..Record and ficponing Requirements by f40ducI
,,,,—

— —--—f—.—_
l—

~ D%r;{oc1.–
Products

(

.-..,,, .—.,,.”.

DIAGNOSTIC X RAY [3]
(5 f1020.30–1020.331

Computed Tomo raphy
7X-ray System [4

Tube Housing Assembly
X-ray Control
X-ray Hi h Vol(age Generator

\X-ray Ta Ie or Cradle
X-ray Film C%anger
Vertical Cassette Holders Mounted in a fixed

Location and Cassette Holders w-th I%nt Panefs
Beam-1imiting Devices
Spot-film Devices and Image fattensifims

Manufactured After Aptil 26, 1977
Cephalamew”c Devices Manufactured

After February 25, 19?8
Image Receptor Support Devfces for

Mammographic X-ray Systems Manufactured
AR&Sesstember 541978 -.

CA6iNET X RAY
(f 1020.40)

DaQgage Irmpectiort
Other

PRODUCTS INTIWDED TO PRODUCE PAftT1.
CfJUTE RADIATfON OR X-RAYS OTNER
THAN D(AGNCISTTC OR CA6UUn X RAY

Medical ‘
Analytical
Industrial

TELSVfSION PRODUCTS
(51020.10)

_ <25 kilovolts (kw and <0.1 miikoentgen
>er hr (mR/hr) IRLC [51 [61

!5 kV and <0.1 tnR/ht IRLC [51

J.1 m~r=~,,.,,,,,,,,

MICROWAVEIRF

OPTfCAL

Photothecapy products
Laser Pfoducta (S51040.10,1040.11)

Cfa58 1Lasers and Products
Containktg .wscfs Lasers [71

sass I Laser Ptuducta Cattainktg
sass Ila,ll,llla I.SSIXS pl

Cfass Ra,ll,llla baera and Products other than
Class I Products Containing such I.asets 171

Cks Rlb & W km and products
Containing such Lnsets (71

sunJn~:omtio:ucta (3 1040.201

Suniam P;odtacts
tMercury apor Lamps (5 1040.30)

T Lamps
R ~mw

Acousnc

Ultrasonic Therapy (f 1050.10}
Diagnostic Ultrasound
Medical Ultrasound other than Therapy

or Diagnostic
Non-medical Ultrasound

—.

product
reports

51002.10
..

x
x
x
x
x

x
x

__&_”’_

x
x.—,-

X

x

x
x

x

x

x
x
x

—.

x

x

supple-
mental
reports
1002.11—.

x
x
x
x
x

x
x

x

x

x

x

x

x
x

NabKwiatd
reports
$1002.12

x
x
x-

x

x

x
x

—L

x

x
x
x

.—

x

x

x

Maasufacwre~

Annual
refswfs

!1002.13

x
x
x
x
x

x:, x

e

—.——

.x
x—.

i

X [6]

L

x

x
x

x
x

x
x

x

. . . ..—

Test
records

1002.30(a)
.-.-IM-

X
x
x.
x
x
x
x
x

x
x

t. x
x

x
x

,M-—

.-

x
x
x

x.- ..—

x

x
x
x

x

x

x

--—”--–---.--.--—

-1
)iittiblJti*” ‘Distribmti~--

records
lo02.30(b}

records

_12~ ,,:::::::,:—

x
x
x
x
x
x
x
x

x
x

x

x

.

-.--i___

x
x
x—.,,—

x.—

x

x
x
x

x

x

[l I HOWeVW, ●uthoritv to inspect ‘all ●ppropriate documents supporting the adequacy of a martufacture<s cssmpfiance testing program is retained.

121 The requirement includes 551002.31 and 1W2.42. if applicable.

(31 Report of Assembly (Form FDA 2579) is required for diagrsosdc x-ray components; see $21 CFR 102(k30(d)(l) through (d}(3).
~-.,

tCtmS records and rGpOsls are required if 8 mar?tsfacturm- em+rcises the opti~ ~~ ce~if& ~ha sm~em as pem~~ad ~ ~zl fyfl ~020.30(c]$

carmirmd using the Isoexposure fla to Lktit Curve lIRLCI under Phase Ill test conditions (5 1020.10fc}(3Kiii}).

[61 Annual Report is foc production status information Ontv,

[71 Determination of tha applicable rePorting category for a Iasm product shall be based on the wo{st-c=s.s hazard prasant tithin tIM laser ~rod”ct.
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