This guidance was written prior to the February 27, 1997 implementation of FDA’s
Good Guidance Practices, GGP’s. It does not create or confer rights for or on any person
and does not operate to bind FDA or the public. An alternative approach may be used if

such approach satisfies the requirements of the applicable statute, regulations, or both.
This guidance will be updated i the next revision to include the standard elements of GGP’s.
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Foreword

Thi s gui de was devel oped by the O fice of Conpliance, Center for
Devi ces and Radi ol ogical Health (CDRH), to assist electronic
product manufacturers in providing adequate reporting of

radi ati on safety testing and conpliance with perfornmance
standards. Reporting requirenments are specified in Title 21 of
t he Code of Federal Regulations (CFR), Part 1002.

Reports submitted on radiation safety of electronic products
nmust follow the appropriate guide (21 CFR 1002.7), or contain a
justification why it was not followed. CDRH may reject an

i nconplete report and return it for conpletion. Wen the report
is adequate for filing, it will be logged into the CDRH conputer
system and assi gned an accessi on nunber. The submitter of the
report will receive an acknow edgnent |letter with the accession
nunber we assign to the report. Please reference this accession
nunber in the future when providing additional information about
this nodel famly in either a supplenent or the annual report.

VWE DO NOT APPROVE THESE REPORTS OR THE PRODUCTS BEI NG REPORTED.
It is the manufacturer's responsibility to certify that their
products conply with the applicable standard (21 CFR 1010 -
1050), based on a testing programin accordance with good

manuf acturing practices. The manufacturer is required to submt
the report (21 CFR 1002) and to conply with all applicable

i mportation requirenments (21 CFR 1005) prior to the shipnent of
products in interstate commerce. |If there are deficiencies, we
may di sapprove the firmis quality control and testing program or
determi ne that the product contains a radiation defect or fails
to conply with a standard. W will notify the manufacturer if
we make such a determ nation. Then the manufacturer nay be
required to cease introduction into U S. comerce unti
deficiencies are corrected, and to initiate a corrective action
program (21 CFR 1003 - 1004) for products already introduced

i nto conmer ce.

We are naking our reporting guides avail able on the CDRH

El ectroni ¢ Docket, for downl oading and reproduction. They are
not copyrighted and may be reproduced as needed. The tel ephone
nunber for access to the CDRH El ectronic Docket via your
personal conputer's nodemis 1-800-252-1366.

Pl ease mail your reports to the address bel ow (el ectronic
subm ssi ons cannot be processed yet). Provide one original



I N ENGLI SH (no facsimle, please) unless specified otherwise in
the guide. WMake a copy of the conpleted report for your

records. If you would Iike to coment on the reporting guides
or the electronic docket or future electronic subni ssions, you
may direct the comments to the sane address. |f you need

additional regulations for electronic products or nedical

devi ces, contact the Division of Small Manufacturers Assistance
by tel ephone at 1-800-638-2041 or 301-443-6597, or by facsimle
at 301-443-8818.

Si ncerely yours,

At b

Lillian J. G|
Director
O fice of Conpliance

MAI LI NG ADDRESS:

CENTER FOR DEVI CES AND RAD OLOGI CAL HEALTH
OFFI CE OF COWPLI ANCE ( HFZ- 307)
ATTN: ELECTRONI C PRODUCT REPORTS
2098 GAl THER ROAD
ROCKVI LLE MD 20850



I NTRODUCTI ON

This guide presents an outline for a manufacturer to followin
preparing an abbreviated report, or abbreviated suppl enent al
report, for cephalonetric devices intended for use with

di agnostic x-ray equi pnment. These certifiable conponents are
subject to the Performance Standard, 21 CFR 1020. 30 and 1020. 31.

The focus of the guide is to identify the pertinent informtion
requi red by the Food and Drug Adm nistration for the
certification of cephalonmetric devices. Information submtted
will be considered toward fulfillment of the requirenents of the
Radi ati on Control for Health and Safety Act of 1968 (Public Law
90-602) .

This reporting guide is to be used as a replacenent for other
previ ous gui des that have been devel oped for presentation of
product (initial) report and supplenmental report data. This
guide applies only to the manufacture and certification of

cephal onetric devices. It can not be used for other certifiable
component s.

NOTE: Al'l reports submtted under this abbreviated guide
nmust be in English.
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PART 100 - | DENTI FI CATI ON

REPORT | DENTI FI CATI ON

Confirmthat this report is submtted pursuant to
paragraph (c)(1) of section 1002.61, and state the
fol | ow ng:

Report type (product (initial) report or supplenent to
CDRH Accession # )

I dentification of certifying manufacturer nane and
addr ess whi ch shoul d appear on the product | abel.

Nane, address and tel ephone nunber of submitter and
identification of corresponding official.

If the address listed in 101.2 above is not the

manuf acturing cite where certification testing is
docunent ed, then provide the nanme and address of that
| ocation. Indicate how this manufacturing site is
identified on your [ abel.

PRODUCT | DENTI FI CATI ON

Provi de the nodel designation as would appear on the
conponent identification |label, for each cephal onetric
conmponent being certified in this report.

| f the nodel designation(s) reported above is sold under
a nanme ot her than your own, provide the nodel designation
and nane and address of each conpany under whose nane the
product is sold or | abeled.

For each nodel designation |listed under 102.1 and/ or
102. 2, provide an exact replica of all |abeling conpleted
with the following itens filled in as would be found on

t he conponent when shi pped:

(a) certification statenent;

(b) nane and address of manufacturer;

(c) date and place of nanufacture;

(d) nodel designation and sanple serial nunber; and
(e) a drawing indicating the |ocation of the |abel.



102.4 Attach the followi ng informati on as appendi ces:

(a) assenbler's manual -- Appendix A
(b) wuser's manual -- Appendix B



PART 200 - COVPONENT DESCRI PTI ON FOR
CEPHALOMETRI C DEVI CES

This section should be conpleted for each cephal onetric device
listed in section 102.1 of PART 100 that includes a beam
[imting device (BLD) as an integral design feature.

200.1 For each nodel cephal onetric device, indicate the design
SID, and the inmage receptor size.

200.2 Describe the nmeans for limting and/or centering the x-
ray field.

200.3 If alight field is used to define the perineter of the
x-ray field, then it nust neet the requirenents of 21 CFR
1020. 31(d) (2).



PART 300 - QUALITY CONTROL TESTI NG
CEPHALOMETRI C DEVI CES

This section requires docunentation and test data to assure that
cephal onetric devices that include beamlimting devices (BLDs)
and which function at one SID and i mage receptor size, neet the
requirenent to limt the x-ray field at the plane of the inage
receptor to dinensions no greater than those of the inage
receptor, or the requirement to align the x-ray field such that
at the plane of the imge receptor, the x-ray field does not
extend beyond any edge of the image receptor. When prototype
and production testing are identical, refer to production
testing.

300.1 Critical Parameters - As a result of inherent
i naccuraci es of test procedures and instrunentation,
rejection limts for any test nust be sufficiently
restrictive to assure conpliance with the standard.

300.2 Prototype Testing
a. Describe the test nethod used to insure that x-
ray is properly aligned and centered with the
i mge receptor

b. Identify all test instruments by manufacturer and
nodel nunber.

cC. Descri be the procedure for periodic calibration
of the test instrunents.

d. Provi de prototype test data and rejection limts.
e. If alight field is used to define the perineter

of the x-ray field, describe in detail the test
nmet hod used to insure conpliance with the Iight

field requirenents for light illum nance, edge
contrast ratio, and alignnment of visually defined
field.

300.3 Production Testing

a. Describe the test method used to insure that x-
ray is properly aligned and centered with the
i mge receptor



Identify all test instruments by manufacturer and
nodel nunber.

Descri be the procedure for periodic calibration
of the test instrunents.

Provi de production test data and rejection
[imts.

If alight field is used to define the perineter
of the x-ray field, describe in detail the test
met hod used to insure conpliance with the Iight
field requirenents for light illum nance, edge
contrast ratio, and alignnment of visually defined
field.



