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GUIDE FOR FILING ANNUAL REPORTS FOR X-RAY COMPONENTS AND SYSTEMS

1.0 INTRODUCTION

1.1 PURPOSE

This document will serve as a guide for all x-ray component manufacturers in
complying with 21 CFR Subchapter J regarding Annual Reports.

1.2 APPLICABILITY

This guide is applicable to every x-ray component manufacturer subject to the
provisions of 21 CFR 1002.11, Annual Reports.

1.3 REPORT DATE AND REPORT PERIOD
Annual Reports shall be submitted by September 1 of each year. Such reports

should cover the 12-month period ending on June 30, preceding the date of the
report.

1.4 ADDITIONAL GUIDANCE

A response is required for each paragraph of the guide. If the paragraph does not
apply, write "Not Applicable.”

2.0 CURRENT PRODUCTION TABULATION

2.1 DISCONTINUED COMPONENTS

Please list all components discontinued during the reporting year. Include model
number and date of discontinuation.

2.2 ADDED COMPONENTS

Please list all certified components introduced during the reporting year. Include
model number, place of manufacture, and the CDRH Accession Numbers assigned
to the initial or supplemental reports in which the corresponding components were
reported.
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3.0 SUMMARY OF RECORDS TO BE MAINTAINED BY MANUFACTURERS

The following definitions apply to Section 3.0:

(1) Direct Test - one that actually measures the compliance parameter of
interest.
(2) Indirect Test - one that measures a parameter that can be correlated to the

compliance parameter of interest

(3) Go/No-Go Test - one in which no data are generated or recorded, and the tester
makes the rejection/acceptance decision based on predeter-
mined written criteria.

(4) Name of Test - identification of the requirement in the Performance Standard
being tested.

3.1 RESULTS OF TESTS

NOTE: Any corrections, changes, modifications or additions to those test
procedures that were previously reported in Initial Report(s) should be
submitted to the Center for Devices and Radiological Health as
supplements to the appropriate Initial Report.

For each direct or indirect test described in your Initial Report(s) (and/or supple-
ments) and performed to determine compliance of the components, provide a sum-
mary of the test data for each model (or group of models with similar design and
testing) using one of the following two methods:

a. Go/No-Go

(1) Name of Test:

(2) Rejection Limit:

(3) Component Model Number(s):

(4) Number of Components Tested:

(5) Number of Components Rejected:
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b. His.t.og'rgm‘

VAT

For all test summaries other than those presented in Go/No-Go form, provide the

following information and a histogram displaying the number of components tested
versus the test parameter value.

A (l) Name 6! Test:’

(2) Rejection Limit:

(3) Component Model Number:

(4) Percent of Production Tested:

Example of histogram:
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3.2 RESULTS OF LIFE (RELIABILITY) TESTS

The Center for Devices and Radiological Health's concern with compliance-related
reliability tests relates to the impact of these tests on maintenance schedules pro-
vided to the users.

For any compliance related life (reliability) tests performed (or monitored on an
ongoing basis) during the reporting year, provide the following:

a. Name of test:

b. Identification of component tested:

¢. Number of components tested:

d. Time to failure or number of cycles to failure for each component tested:

(Note: "Failure" means the component tested is no longer in compliance.)

e. Describe how the time to failure or cycles to failure information is factored
into the maintenance schedules to users.

3.3 CORRESPONDENCE AND OTHER WRITTEN COMMUNICATIONS

Federal regulations require that files be maintained with copies of all written
communications between the manufacturer and dealers, distributors, and pur-
chasers concerning radiation safety complaints, . investigations, instructions, or
explanations affecting the use, repair, adjustment, maintenance, or testing of the
listed component.

Additionally, a March 8, 1978 letter to all manufacturers urged each manufacturer
to develop and utilize a system of obtaining and analyzing’ all causes of defects
and failures to comply with the Standard.

Provide the following:

a. A brief description of the system used to obtain and analyze all causes of
defects and failures to comply with the Standard.

b. A summary (or copies) of all written communications, both incoming and out-
going, relating to these causes of defects and noncompliances.

¢. A summary or copies of any other written communications reldating to elec-
tronie product radiation safety.
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APPENDIX A

ADDITIONAL GUIDANCE FOR CABINET X-RAY SYSTEMS

The following guidance for cabinet x-ray systems is provided in addition to the general
guidance in Paragraphs 1.0 - 3.0.

A. Provide a summary of records pertaining to service and maintenance affecting
radiation safety performance.

B. Provide a summary of radiation surveys performed in the field.
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