FOOD AND DRUG ADMINISTRATION

COMPLIANCE PROGRAM GUIDANCE MANUAL PROGRAM 7386.003
SUBJECT: IMPLEMENTATION DATE
Field Compliance Testing of Diagnostic (Medical) October 1, 2000

X-ray Equipment

COMPLETION DATE

September 30, 2003

DATA REPORTING

PRODUCT CODES PRODUCT/ASSIGNMENT CODES

901ZL 90KPR
90 JAA
90JAB 86003

90 JAC
90K PQ

FIELD REPORTING REQUIREMENTS

A. GENERAL
Routine Compliance Tedts - Subsequent to accomplishing didtrict auditor review, the auditor will
digtribute Field Test Record forms as follows:
- Origina (White Copy) . . . ... Information Processing and Office Automation HFZ-307
- 1st (WhiteCopy) .......... Home didtrict auditor for review and filing
-BlueCopy ............ .. Regiond Radologicd Hedth Representative (RRHR) for Statefile
The following fidd test records shdl be handled in the above manner with order of priority as listed
below:
FDA 3071  Generd Information
FDA 2784  Abovetable X-ray Source Radiographic Systems
FDA 2786  Undertable X-ray Source Fluoroscopic and Spot Film Systems
FDA 3068 Peak Kilovoltage Determination
FDA 3260  C-Arm Huoroscopic and Spot Film Systems
FDA 3069  Abovetable X-ray Source Fluoroscopic and Spot Film Systems
FDA 3261  Verticdly Mounted Cassette Holder Radiographic Systems
FDA 2783  Mohile Radiographic Systems
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FDA 3297  Head and Neck Radiographic Systems
FDA 2785 Dentd Radiographic Sysems

FDA 3070  Mammographic Systems

FDA 2782 Field Test Record Continuation Sheet

Beginning October 1, 1994, routine compliance testing of mammographic equipment will not be
conducted by this compliance program unless approved under specid consderation by the RRHR. The
RRHR will contact the Center for Devices and Radiologica Heath (CDRH) to receive authorization for
such tests. In addition testing of dental units will not be conducted routindly. The RRHR must be
contacted to gpprove specid testing for denta units.

The Home Didtrict will verify corrections, review the CDRH status report of the Field Correction Action
Report (FCAR) and ensure updates have been added to the CDRH computer. The Home Digtrict will
aso review incorrect or incomplete Reports of Assembly FDA 2579, obtain any necessary corrections
from the assembler, and notify HFZ-307 of corrections.

Submit dl violative assembler ingpection reports to the Digtrict Compliance Branch for review,
evauation, and classfication prior to referrd to CDRH, Division of Program Operations, HFZ-305. Do
not send non-actionable inspection reports to HFZ-305.

B. FACTS REPORTING

The rules for what activities should be reported under each of the operation codes has not changed with
the implementation of FACTSV.2. Therefore, the following guideines should continue to be used:
Report al time spent in reviewing and correcting FDA 2579s (Reports of Assembly) under Operation
Code 13 (Investigations) in the FACTS “Maintain Investigations’ screen. Time spent in correspondence
(verbal/written) regarding FDA-2579s should be reported under this operation code aso.

Report al time spent in preparation, arranging the test, and on-gte conducting of field tests under
Operation Code 53 (Field Examination/Test) in the FACTS “Maintain Field Examination/Tests’ screen
sncethetest is an ingpection of the assembler’s performance. Enter the number of tests performed for
the assembler on that date and also reference the field test record (FTR) number(s) in the description
fidd.

SPECIAL AUDITOR INSTRUCTIONS: When performing an on-ste audit of an x-ray surveyor, a
gpecid entry must be made in FACTS. Time shadl be reported as afied test (Operation Code 53) and
includes preparétion time, on-dte time, test evaluation time, and audit result reporting time. Inthe
Description Field, enter the words "Joint Test” followed by the code for the State or FDA Didtrict of the
individua being audited. Enter dso the Gl test ID for the test which was

conducted.

Example  Joint Test NJ GI12344
Joint Test DET GI12345
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* Als0, report as Operation Code 92, (Coordination/Technica Review) in the FACTS “Miscellaneous
Operations Accomplishment Hours’™ screen time spent as an Auditor for Fidd Test Record (FTR)
review, Notification Letter or Warning Letter correspondence, FCAR submissions and updating of
CDRH database, FTR data entry, FTR computer updating, and response to FTR questions of
compliance. The description field should ligt “Diagnogtic X-ray Coordination”. Time should be reported
on aroutine basis (weekly or quarterly depending on the volume) and may be combined for that time
period. *

C. SPECIAL

Specid procedures for reporting field tests are necessary when an x-ray system or component does not
comply with the Federa standard. These procedures are detailed under the Operation Instructions of
Part 111 A.1.d.7 & 8.

Specid Compliance Tests - A dataformat for reporting special tests to the Diagnostic Devices Branch
(HFZ-322) will be provided by CDRH on assignment.

* Report newly identified assembler firmsto CDRH, HFZ-307 by returning photo copies of assembler
forms or submitting inspection reports and indicating in large red |etters, in the upper left corner, the
words "NEW ASSEMBLER" with their FEI number.

Send copies of al correspondence generated under this program to HFZ-322. Thisincludes Warning
Letters, Untitled Letters, assembler's response when the response is a disputed noncompliance, and
assembler’ s response where the assembler clams the originad equipment manufacturer is responsible for
the noncompliance. Include dl evidence to support the dlegation of manufacturer respongibility. *
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PART | - BACKGROUND

The Diagnogtic X-ray Performance Standard (Reference 1) was promulgated in August 1974 to protect the
public from unnecessary radiation hazards of diagnogstic x-ray equipment. Since 1974, FDA and State
personnd have conducted over 65,000 field tests of certified diagnostic x-ray systems for compliance with the
standard.

The mogt prevaent items of mgor noncompliance identified under this program have been:
- I noperable radiographic positive beam limitation (PBL) collimation systems,
- Excessve mis-Szing of the x-ray beam by the PBL system.
- Excessive fluoroscopic entrance exposure rate.
- Excessve misalignment of the fluoroscopic x-ray fidd with the image intengfier.
- Excessive misdignment of the x-ray field with the spot film image receptor.
- Failure of the primary protective barrier interlock for fluorascopic systems.
- Insufficient illuminance of the light localizer for radiographic collimators.
These noncompliances aso represent some of the most significant radiation hazards.

The highest rates of noncompliant systems (i.e., systems with one or more magjor noncompliances) have been for
the more complex radiographic and fluoroscopic x-ray systems that require considerable calibration and
adjustment by the assembler. Mobile and denta x-ray systems that require comparatively little adjustment by
the assembler have had much lower rates of noncompliance.

Where field testing has identified generic or design related noncompliances, CDRH has required component
manufacturersto initiate recals to correct violative products. Since 1974, more than 60 such recals have been
initiated based in whole, or in part on field activities under this compliance program. The mgority of the
noncompliances identified through this program have been caused by incomplete or improper ingtdlations by x-
ray assemblers. Theinitid reduction in noncompliance has come primarily from voluntary efforts by the x-ray
industry to better train and equip assemblers and to require find system compliance testing. A stronger
regulatory approach is necessary to prevent continued violative ingalations and to further reduce the
noncompliance rate.

Notification letters are issued to assemblers each time a noncompliance is discovered by routine compliance
field testing. The notification |etter advises the assembler about each noncompliance and requests corrections
on a case-by-case basis without requiring any forma recal or corrective action plan. When the assembler
continues a pattern of violative assemblies, or refusesto correct cited violations, regulatory action (civil pendties
and/or injunction) can beinitiated. The documentation and ingpections necessary for civil pendty/injunction
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action can be time consuming and resource intensive on FDA and, therefore, an optional strategy has been
devised which may be used separately or in conjunction with civil pendties and/or injunction. This additiond
drategy isawarning letter of declaration of assembler noncompliance with district ordered assembler recal
(NC/DOAR). By this process, the assembler's ingtalation program is considered noncompliant by FDA. Since
an assembler is considered a manufacturer under Subchapter J Part 1000.3(n), dl regulations pertaining to
noncompliance declarations pertain to assemblers. This process will require the assembler to submit aformal
corrective action plan (CAP) and initiate arecal. Should the assembler fail to comply with the NC/DOAR
provisions, additiona civil pendties can be charged for failure to notify and correct, (Section 538(a)(2).

Previoudy civil pendties could only be charged for systems for which FDA had field test data or documentation.
The noncompliance declaration process includes dl assemblies during the specified time applicable to the data
andysis and will require the assembler to provide a CAP for al of them. Thusfor failure to respond or
inadequate response to the NC/DOAR, the assembler faces a greater number of violative charges than initialy
using the direct civil pendty gpproach.

Sincethis Srategy is based on a sample of sysemsingaled by the assembler, civil pendtieswill ill be the
choice of enforcement grategy for companies ingaling smal numbers of systems.
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A.

PART Il - IMPLEMENTATION

Objectives

Thisisa continuing, non-statistical compliance program intended:

1.

To identify certified diagnostic x-ray systemsthet fail to comply with gpplicable performance
standard requirements.

To obtain correction of noncompliant systemsidentified in (1) above.
To identify assemblers and manufacturers repongble for violative x-ray ingdlations and take

appropriate adminigtrative/enforcement actions necessary to prevent further ingtallations of
noncompliant products.

This program is based primarily on monitoring of assembler certification reports (FDA 2579's) to identify
ingalation sites, and on field testing (by FDA and State personnd) of x-ray systems at the user site.
Ingpections of assembler firms are intended primarily as follow-up to violations identified from fidd
testing and FDA 2579 reviews, and to document reporting violations and to support legal action
recommendetions.

Program Management Instruction

1.

Resource Indtructions

Didtrict office interface with the automated data systems maintained by CDRH and the role of the
x-ray auditor are criticd factorsfor effective implementation of this program. All Didrict Offices
have direct entry capability of field test data into the CDRH data base and are responsible for
timely data entry. Contact CDRH with any direct data entry problems. (See Attachment B).

The accomplishing digtrict auditor is responsible for maintaining the competence of personnd to
perform work under this program. These and other x-ray auditor functions are described in Part
111.A.2. Only personnd quaified under Field Management Directive No. 125 may perform the
auditor functions (see Attachment O). Didtricts without aqualified auditor must arrange with the
regiond office for an auditor from ancther didrict to perform their audit functions until aloca
digtrict auditor can be qudified. OJT may be used to assigt in training for the auditor position.

All field tests of diagnostic x-ray equipment shdl be performed in accordance with test
procedures provided by the CDRH in FDA publication number 81-8161 (Reference 4) with
latest updates. Only fidd investigators with specidized training may perform x-ray fied tests.
Such training may consst of aforma course in x-ray survey techniques or in-house training
arranged by the RRHR, but must include gpproximately two weeks of OJT with aqudified
auditor.

All FDA personnd performing or participating in field tests shal wear personnd dosmeters
issued by the Field Hedth Physicist a WEAC. State personnd will utilize the personnel
dosmeter normally provided by their State program.
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CDRH requires direct field test data entry usng XRAYAPSY and strongly supports on-line
interactive computer access for dl Digtricts. CDRH provides routine and/or specid reports (on
request) in support of this compliance program. Information concerning potentia test locations,
assembler noncompliance trends, and assembler reporting are accessible and should be
requested through the x-ray auditor.

2. Planning Ingructions

Each Didrict shal develop a strategy:

a to concentrate proportionately more field testing and specid monitoring for those
assemblers with the highest volume of noncompliant ingtdlations and the highest rates of
noncompliance (i.e., greatest negative public health impact) and those assemblers
suspected of non-reporting instalations and,

b. where necessary, to develop lega action cases in accordance with CPG 7133.12, to
bring these vidlative assemblers into compliance.

* For assemblers that make ingtalations outside their home didtrict, the FDA home digtrict and
accomplishing digtrict must establish a strong liaison to monitor the assembler and develop
evidence. The FDA accomplishing ditrict will prepare and issue al untitled |etters, review
responses to the untitled letters, and update the FCAR database for these responses. The FDA
home district will prepare al warning letters and regulatory action above an untitled letter. The
FDA home digtrict will review the responses to warning letters and update the FCAR database
for these responses. *

For Didricts with state contract or partnership testing, the Didtrict office will work through the
RRHR to have Sate testing concentrate on problem assemblers when gppropriate. (Refer to
Part |1, B.5. - RRHR Management Activities).

Field test priorities are:

@ Problem assemblers with the highest noncompliance rate as identified by routine reports
from CDRH.

2 Other problem assemblers known to the digtrict.

3 High volume assemblers of radiographic and fluoroscopic systems for whom very few
systems have been tested.

4 New assemblers of radiographic and fluoroscopic systems.

) Routine testing of randomly selected radiographic and fluoroscopic systems.

(6) Infrequent testing of denta and mobile x-ray systems, for training purposes or at the
request of CDRH. Mammographic equipment will not be tested under this program

except under authorization from CDRH. The MQSA testing program will cover
mammographic equipment.
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3. Lega Action Case Devel opment

The primary enforcement mechanism againg x-ray assemblersis Civil Pendties with an
dternative enforcement mechanism of noncompliance declaration with digtrict or region ordered
assembler recdl (NC/DOAR). Compliance Policy Guides 7133.12 (with revised dternative
enforcement) and 7133.23 and Regulatory Procedures Manua (RPM) Chapter 6 provide
guidance for developing case recommendations. Although the RPM points out that a heglth
hazard isimplicit in al performance standard violaions, at this time actions will be gpproved only
for those field tests which demongtrate more than aminimal hedlth hazard (see Attachment D).
Should violations continue, following the assembler's NC/DOAR warning, or impaosition of Civil
Pendlties, further action (i.e., injunction with further Civil Pendties) will be considered.

Unlike some FDA programs where the need for legal action may be triggered by asngle
violative inspection report or sample, legd action againg x-ray assemblersis most frequently
triggered by a pattern of violaive fidd tests. Such a pattern of violation cannot routindy be
detected by monitoring individua field tests or Notification letters. Specid digtrict record-
keeping or use of the CDRH computer data base by the x-ray auditor will be needed for
monitoring assembler noncompliance trends.

Recommendations for NC/DOAR warning letters will be reviewed by CDRH (HFZ-322). For
assemblersingdling less than 16 systems in the cited time frame (not to exceed two (2) years)
civil penatieswill be the enforcement choice when the conditions of CPG 7133.12 are met.
Table 1, listed below will be used as criteria for noncompliance declarations.

TABLEI
No. Ingtalled No. Tested No. Noncompliant %NC
Lessthan 16  (refer to CPG 7133.12 paragraph B)
16 to 25 5 2 Oor more 40
26 to 50 8 3 or more 37.5
51 to 90 13 4 or more 30.8
91 to 150 20 6 or more 30
151 to 280 32 8 or more 25

If the number tested exceeds the numberslisted in Table |, then the noncompliance rate must equa
or exceed the percent NC rate listed in the table above. Should the number tested exceed 50
percent of the number ingtaled, Civil Penaties may be the more advantageous approach. Any
questions concerning this guidance should be referred to the Diagnostic Devices Branch.

4. Ingpection Priorities

Inspections of diagnostic x-ray assemblers shdl be initiated for the following reasons

- To document the number and location of systems requiring coverage under the firm's
corrective action plan (CAP) when noncompliance declaration has been issued.

- When preparing acivil pendty action againgt an assembler, to document responsibility for
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violations.

To obtain aligting of recent ingtdlations of certified x-ray equipment for further testing when
developing acivil pendty case.

When investigating product defects or accidental radiation occurrences.
When investigating afailure to file an assembler report, form FDA 2579.

When assembler reports, forms FDA 2579, are repeatedly late or repeatedly contain critica
errors.

5. RRHR Management Activities

The RRHR will coordinate and supervise voluntary working agreements and agency contracts with
dates performing diagnogtic x-ray fidd testing induding:

Arrange for states to submit the test data to the district auditor for review, calculations, and
classfication in accordance with Part 111 A.Lf.

Arrange for states to contact the auditor by phone for dl Class A deficiencies as soon as
possible.

Review any problem reported on the "blue copy” of the test form by the auditor and refer to
the affected state, as appropriate.

Maintain the "blue copy” of the test form in the date file.

Draft, renew, or provide changes to Partnership Agreements (PA) for Regionad Food and
Drug Director (RFDD) sgnature. Recommendations will be provided to Divison of Federd
State Relations HFC-150 and HFZ-322. Copies of final signed agreementswill also be
provided to HFC-150 and HFZ-322. Field teststhat do not pass the FDA audit will not be
credited toward the agreement number.

On request from the Digtrict Office, arrange with contract or partnership states to emphasize
testing of ingdlations by problem assemblers identified to them by FDA and to expedite
submission of test results for those assemblers to assure timely follow-up action by FDA.

Arrange for State follow-up field testing where State field test reports have determined that
violative x-ray systems require correction and the digtrict is unable to perform the required
follow-up.

Arrange for State follow-up of noncompliant x-ray systems that are determined to be the
user's responghility. If aState is unable to have the user correct a Class A timer non-
termination violation, the RRHR shdl arrange for didrict follow-up to document the violation
for possible detention/seizure consideration.

Arrange for qualified auditorsto train State and FDA personnel to perform routine field tests.
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- Arrange with the auditor for periodic joint field test audits of State or FDA personne by a
qudified auditor to insure that proper procedures and techniques are used in the collection of
test data.
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PART 111 - INSPECTIONAL

A. OPERATIONS

1. HedTeding

a

Test new fully certified x-ray systems, preferably within 3 months of and not later than 1 year
after ingtallation in accordance with specified CDRH test procedures (Reference 4).

Sdlect test Stes (concentrating on problem assemblers) based on information from:
(1) CDRH computer data base

(2) Copiesof FDA 2579s sent to the district or State agency.

(3) Fully certified systems encountered at user facilities.

Schedule gppointments in advance to insure availability of the x-ray system for testing. Arrange
to have someone familiar with the x-ray system available to asss in its operation during the test.

At thetest Site:
(1) Wear personnel dosimeters (TLD badges) when performing tests.

(2) IssueaFDA 482 only when requested by the user. (Appliesto FDA personne only).

(3) Viadly verify thet the sygem isfully certified. If not fully certified, testing may only be
performed if amgor component is certified.

(4) Conduct thefield test and complete the appropriate field test record (FTR) as instructed
in FDA 81-8161.

(5) Document any x-ray system damage (red or claimed) due to the fied test on form FD
2766, Clam for Damage to an Electronic Product. (Refer to Attachment F). Forward
thisform immediately through the RRHR to Office of Compliance HFZ-300 (Do not
delay submission or attempt to refute the claimed damages).

NOTE: State survey personnd should immediately report damage to an x-ray
system to the RRHR. The RRHR will determine what followup is
required.

(6) Review thefield test record for obvious items of noncompliance prior to leaving the test
ste. Class A items should be easily detected since most represent observations by the
surveyor:

- Primary barrier interlock falure
- Timer nontermination
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- Excessive entrance exposure rate (in excess of 25 R/Min)
- The primary beam extends beyond the edges of the primary protective barrier.

Attachment D provides the criteriafor classfying items of noncompliance.
(7)  For suspected Class A vidlations::
(@ -Advisethe user immediatdy of the results and that:
- Routine use of the system should be discontinued until the problem is corrected.
- Operation of the system could be hazardous to the patient and/or ~ operator.

- FDA will determine responsibility, notify the respongible party and the State, and
effect correction.

(b) Teephone the auditor immediatdly and inform the auditor of the Class A condition.
(8) For suspected Class B violations advise the user of the results and that:

(@ Thesystem may not comply with the Federal performance standard.

(b) FDA will confirm the compliance status of the system via computer data andys's.

(c) FDA will determine the responghility for any items of noncompliance, notify the
responsible party, and effect correction.

(9) For suspected Class C reaults, advise the user that computer calculations must be made
to determine if the system isin compliance, and that:

(& FDA will determine the compliance Satus of the system.

(b) If the system failsto comply, FDA will determine responghility, notify the
responsible party, and effect correction.

(c FDA will send thefacility acopy of any Natification letter which it issues.

(10) For suspected Class D results, advise the user that while computer calculations must be
performed to determine compliance, the system appears to be fully compliant.

(11) Attempt to determine respongbility for any noncompliances before leaving the facility.
(See Attachment N for further guidance).

e.  Hag suspected Class A and Class B test records. A "SPECIAL" sticker should be affixed to
the upper |eft corner of Class A test records to dert the auditor that the record has a suspected
Class A result. A route dip or other suitable identifier with the desgnation "Class B" will suffice
for suspected Class B results.
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Route suspected Class A test records to the FDA accomplishing digtrict auditor immediately,
route suspected Class B records within 2 working days to the FDA accomplishing district
auditor, and route Class C or D records within 2 weeks &fter testing to the FDA accomplishing
digtrict auditor. Send the origina, 1st copy, and blue copy to the accomplishing digtrict auditor.

Retain the yelow copy as a reference in the event the auditor has questions regarding the field
test. *

2. Auditor Activities

a

Quadity Assurance Review

The accomplishing digtrict auditor shal:

(1) Ensuretest dataintegrity by verifying the fidd test edit checks as specified in the CDRH
test procedures manual (Reference 4).

(2) Berespongblefor timely fidd test data entry utilizing the XRAYAPSY system for CDRH
computer caculation of test results.

(3) Review dl caculated fidd test results from CDRH computer entry and,
- Return rgjected FDA tests to the investigator's supervisor for appropriate action.

- Return rgjected date tests through the RRHR to the state. The RRHR will work
with the gtate to achieve acceptable tests. Regected tests will not count toward the
date' s agreement numbers.

(4) Classfy dl fidd test recordsin accordance with criteriain Attachment D, based on test
results.

(5)  When the auditing of the record is completed and the FTR is Class A, FAX acopy of
the FTR to the FDA home didtrict auditor and notify the home digtrict auditor of the
Class A FTR by e-mail. The home district auditor will prepare and send aWarning
Letter. If the FTR is Class B, the accomplishing district auditor will prepare and send an
untitled letter to the assembler regardless of the assembler’ shome didtrict.  For Class B

violations the accomplishing district auditor will follow-up and assure computer update of
fied corrective action reporting (FCAR).  *

Evidence Development

The home didtrict auditor shal:

(1) Makeathorough determination of responghility for violations when recommendations for
regulatory follow-up involving an assembler is being consdered. This determination shall
include a a minimum, the evaluation of dl of the following factors which may be pertinent:
- field test data and calculated results

- responses to any Notification/user |etters
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e

* ©)

(4)

Q)

- type of repair made to correct the violation
(adjustment vs. component replacement)

- equipment maintenance schedule and maintenance history
- al past service repair records
- information gathered during assembler establishment inspections

Unlessthereis clear documentary evidence which demondrates thet violations are
attributable to improper assembly, the assembler cannot be held responsible.

If the service report shows only adjustment of a component, thereis presumed evidence
of assembler error a ingtdlation. However, replacement of a defective component may
indicate amanufacturer problem and is less convincing evidence of assembler
responsibility. Additiond evidence development by the auditor or by CDRH engineers

may be necessary.

Ensure that dl fidd corrective actions of the home district are added to the CDRH data
base with proper responsible party determination.

Request assistance from the accomplishing digtrict auditors in devel oping documentation
and evidence needed for regulatory follow-up.  *

Monitor field testing results, responses to Natification or Warning Letters, assembler
El's, follow-up field test data, etc., and identify assemblers for whom recommendations
for regulatory follow-up should be considered. The auditor will prepare areferra memo
describing the violations, evidence, and recommendation for appropriate action of civil
penaty and/or assembler recall based on criteria specified in Part 11.3 and CPG
7133.12.

Review dl Notification or Warning letters for completeness and accuracy prior to
ISsuance.

C. Qudity Assurance Audits

Perform on site quality assurance audits of FDA and State personnd to assure their
proficiency in conducting field tests of diagnostic x-ray units.

Each fiscd year, conduct at least two joint audits per person. Only personnel conducting
a least 10 field tests per year will be joint audited. (See Fiedld Management Directive No.
76 for further guidance). Audits shal be:

- Joint field tests with the person being audited, or
- Follow-up retest of the same unit within 30 days of theinitid test by the person
being audited.
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d. Traning

Provide on-the-job training (OJT) for al new FDA and State surveyors consisting of the
following number of x-ray fidd tess:

NOTE: More than one person’s name may appear on the field test record, however, the first nameisthe
lead surveyor recaiving credit for the survey.

Abovetable X-ray Source Radiographic and kVp (at least 3).
Undertable X-ray Source Fluoroscopic and Spot Film (at least 3).
C-Arm Huoroscopic (at least 1).

Mohile (at least 1).

Prior to conducting the OJT, ensure that the trainee has viewed the CDRH videotapes on fidd
test procedures.

e Public Liaison

Ddliver presentations, when requested, on aspects of the Diagnostic X-ray Standard before
groups of radiation professionas such as radiologigts, technologists, and physicists.

3. Review/Maintenance of FDA 2579, Report of Assembly of aDiagnogtic (Medical) X-ray System

The home didtrict of the assembler shall:
a.  Maintandl originds of forms FDA 2579 for 3 years.

b.  When thereis evidence of a problematic assembler, in preparation for assembler ingpection for
cause, review FDA 2579 reports for errors. Items requiring correction should be indicated for
discussion upon ingpection.

(1) Minor Corrections involve items not affecting compliance (eg., missing or incorrect date
of assembly (block 3e) or incorrect identification of component mode numbers) and can
be corrected directly on the form after verification by assembler.

- Make the correction in red ink.
- Date and initid the form in the upper right hand corner.

(20 Msor corrections involve:

- Failure of assembler to sign the form.

- Failure to enter the facility name, city, or state (block 1);
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- No indication of what components were ingtdled (blocks 4g and 4h).

c.  For mgor corrections to the assembler form, have the assembler fill out a new form with
indructionsto:

- Complete the entire form.
- Return the white origind to the didtrict.
- Digtribute the other copies as usud within 15 days.

- Indicate in the comments the form is a replacement for corrections to the origind assembler
form with number xxxx.

d.  Upon receipt of areplacement origina form from the assembler, review the white origind. If it
IS correct:

- Initial and date the form in the upper right hand corner.

- Place ared dticker at the top of the white origind, indicating the accession number of the
old duplicate form. (Thisstepiscrucid in order for CDRH to locate and delete old
duplicate information from the database.)

- Send the origind to CDRH, HFZ-307 (CDRH will update the computer database and
send the white origina on to the gppropriate ingtalation digtrict.)

e For minor assembler form corrections:

- forward a copy of the form to CDRH HFZ-307
- indicate the correctionsin red
- place anote or sticker to indicate the form has corrections.

Theingdlation (accomplishing) digtrict shall:

a. Maintandl originas of forms FDA 2579 for 1 year from date of ingtalation for the purpose of
sdecting tedting Stes. After 1 year the form should be mailed to the assembler home didtrict if it
differs from the ingdlation district, where it will be kept for 3 years after ingtalation.

* b.  When afidd test is conducted a an ingtalation, attach the origind copy of FDA 2579 to the
home district copy of al field test records. After the field test record has passed the audit/edit
criteria distribute the field test record with attached FDA 2579 to the appropriate home district
office. For ClassB fidld tests, the documents are forwarded to the home district auditor after
the FCAR hasresolved dl violations. *

NOTE: For assembler reports of Denta x-ray equipment, the assembler shal mail the
origina white copy of the assembler report directly to the FDA didtrict responsible
for theingdlation Ste.
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Any dental forms erroneoudy mailed by the assembler to CDRH will be forwarded to the
ingdlation digtrict. Likewise, digtricts should forward to the correct inddlation district any
forms erroneoudy received in their office. CDRH does not maintain assembler forms for dentdl
systemsin the centraized data base.

All x-ray assembly reports will continue to be maintained by the responsible home digtrict office
for at least 3 years.

4. Assembler Ingpections

Conduct ingpections in accordance with Chapter 5 of the IOM and investigate these specific aspects
of the assembler's operation:

a  Assembly and sdes records - full review to determineif al ingtalations have been reported.

b.  Complant files- look for evidence of accidental radiation occurrences, radiation defects, and
noncompliances with the standard.

Cc.  Repair records - determine if the assembler is charging users to correct items of noncompliance.

d. Test equipment and cdibration - assembly of noncompliant systems may be due to use of
Improper test equipment or equipment which is out of cdibration.

e. If theingoectionisafollow-up to errors or nontsubmission of forms FDA 2579:
- discuss the reporting requirements with the assembler.
- explain how to complete the forms correctly.
- point out discrepancies encountered on the forms and leave copies for correction.
- indruct the assembler to resubmit corrected formsto the district within 10 days.

f. Determine respongbility for field test noncompliances by the review of ingtalation and repair
records.

5.  Sample Callection - Collect documentary samples when noncompliance is suspected and
documentary evidence is needed to support regulatory action. (see IOM 405.2). No physica
sampleswill be collected under this program.

B. REPORTING BY THE ACCOMPLISHING DISTRICT AUDITOR

1. Suspected Class A Violative Fidd Tests

a.  Confirm the suspected noncompliance isa Class A viodlation by consulting Attachment D of this
compliance program.

b.  Veify proper user notification by the surveyor, and if not done, immediatdly warn the user

TRANSMITTAL NO. PART Il PAGE 7

FORM FDA 2438. (5/84)



PROGRAM 7386.003

againg use of the hazardous system.

c. If theassembler is suspected to be responsgble for the violation, inform the assembler of the
noncompliance by telephone and request correction. Document assembler notification.

* d.  Notify CDRH (see Part VI and Attachment C), the home didrict auditor, and the RRHR within
2 working days. *

e.  When the above information is obtained by telephone response, follow-up to insure that receipt
of thefield test record is provided as soon as possible.

* 2.  Review the CDRH Fidd Correction Action Report (FCAR) and ensure that all updates are added to
the CDRH data base.

CAUTION: Unless responsibility has been clearly determined, respongbility should be reported as "Not
Determined.” CDRH generdly will not include in alegd action any test record for which the
auditor determines the responsible party is other than the assembler.

Forward assembler responses which alege manufacturer respongbility for noncompliances to the home
digtrict auditor and HFZ-300 for Center follow-up. Include al documentation necessary to support this
conclusion. *

C. REPORTINGBY THE HOME DISTRICT AUDITOR

Review the CDRH Field Correction Action Report (FCAR) and ensure that al updates are added to the
CDRH data base.

CAUTION: Unless responsbility has been clearly determined, responsbility should be reported as "Not
Determined.” CDRH generdly will not indude in alegd action any test record for which the
auditor determines the responsible party is other than the assembler.

Forward assembler responses which alege manufacturer reponsbility for noncompliances to HFZ-300 for
Center follow-up. Include al documentation necessary to support this concluson.

D. AUDITING ASSEMBLER CORRECTIVE ACTIONS

The accomplishing didtrict auditor shdl arrange the following testing:

* 1.  Within 10 working days following reported correction of al Class A violations by the home didtrict
auditor. *

2. Within 30 days following reported correction for at least 10 percent of the Class B violations.
Concentrate follow-up field tests more heavily for:

1.  Assamblerswho in the past have reported violative products to be corrected when in fact they were
not, and
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2. New assamblers with no established record of properly correcting violative products.
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PART IV

No |aboratory testing will be done under this program.
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PARTV - REGULATORY/ADMINISTRATIVE STRATEGY

A. REGULATORY PHILOSOPHY AND STRATEGY

Diagnodtic x-ray equipment is regulated under both Subchapter C - Electronic Product Radiation Control
(formerly the Radiation Control for Health and Safety Act of 1968) and Subchapter A - Drugs and
Devices of Chapter V of the Federa Food, Drug, and Cosmetic Act (FFDCA). Subchapter C provides
authority to require product recdls for noncompliant or defective radiation-emitting el ectronic products. In
addition, Subchapter A (as amended by the Safe Medica Devices Act) provides authority to require
product recals for medica devices that may cause aseriousrisk to hedth. (All diagnostic (medical) x-ray
products are medica devices) When thereisachoice, regulatory/administrative action is preferred under
Subchapter C, but both portions of the FFDCA may be used in conjunction for maximum effectiveness.

The primary enforcement approach for generic/design related violations caused by the x-ray component
manufacturer is mandatory recal (refer to RPM Chapter 7, Attachment F for details). The CDRH is
respongible for initiating recalls by x-ray manufacturers and importers. For violations which are attributable
to the assembler, the fidld maintains responsbility for enforcement.

Since x-ray assembly is more of a customized operation in which widdy varying random violaions may
occur, when a single system is discovered noncompliant (as with our routine compliance testing program),
aproduct-wide recdl or civil pendty action is not generaly gpplicable. The primary assembler
enforcement gpproach is issuance of a Notification letter requiring correction of the cited violations on the
unit tested, followed by increased surveillance to establish a pattern of violation. Once a pattern of
violations is determined (see TABLE | Part || and CPG 7133.12) then the didtrict should either issue a
noncompliance declaration with digtrict ordered assembler recal (NC/DOAR) or pursue civil pendtiesto
dissuade further violations.

When a pattern of performance standard violations has been documented, or the responses to Natification
letters are unsatisfactory, or the firm fails to file form FD 2579 after being previoudy advised in writing of
the consequences of continued failure to file, recommend appropriate action against the assembler as
described in CPG 7133.12.
In the absence of evidence to the contrary, for violative x-ray systems found during field testing:
- the assembler is responsible if the unit was tested within one year of ingdlation
- the user isresponsible if the unit was tested more than one year after ingtalation

Other relevant compliance policies, and mandatory recall, detention/seizure and civil penaty procedures are
contained in:
- CPG 7133.12 (Regulatory Actions Againgt Assemblers Who Ingtall Noncompliant Diagnostic
X-ray Equipment.)

- CPG 7133.23 (Assessament of Civil Pendties Againg Manufacturers and Importers of
Electronic Products.)
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- CPG 7133.25 (Detention/Seizure - Hazardous Diagnogtic X-ray Systems,
July 1, 1983)

- CPG 7133.27 (Corrective Actions - Obligations of Factory-Based Manufacturers and
Assemblers of Diagnogtic X-ray Equipment under the performance standard for Diagnostic
X-ray Equipment.)

- CPG 7133.28 (Regulatory Actions Againgt Assemblers of X-ray Equipment That Fail to File
Reports of Assembly.)

- RPM Chapter 6 (Civil Pendlties - Electronic Product Radiation Control)

- RPM Chapter 7, Attachment F (Recalls of Radiation-Emitting Electronic Products under
Subchapter C Electronic Product Radiation Control)

B. CASE GUIDANCE

Informd consultation with the Center a an early stage in the development of aregulatory action is
encouraged in order to facilitate timely implementation of the action; contact the Chief, Diagnostic Devices
Branch, HFZ-322, Phone: 301-594-4591. All necessary samples and other supporting documentation
must be tabbed and their location cross-referenced in the recommendation in order to assst in atimely
review.

1. Assembler Violaions

Recommend radiation control civil penalties (see CPG 7133.12 for appropriateness) for:
- apatern of violative field testsin accordance with Table| Part |1 B.3. and CPG 7133.12.

- apattern of failure to provide FDA with required assembler reports meeting the criteriain CPG
7133.28.

- unsatisfactory responses to Notification letters or failure to correct noncompliant products.
- deliberate and willful violations.

- violations occurring when NC/DOAR action is not appropriate or adequate (see section D. below
and Tablel, Part I1, B.3).

- the violation has resulted in serious injury or degath.

Recommend medical device civil penalties as appropriate. Section 501(c) charges can be used if
the field test shows one or more assembler related noncompliance for each unit.

2. Manufacturer Violations

Refer dl Class A or Class B noncompliant test records attributable to the x-ray system or
component manufacturer to CDRH (HFZ-322) for evauation and follow-up action. The referra
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memo should include:

A description of the noncompliance.

Identity of the manufacturer(s) and model(s) involved.

Reason for suspecting a manufacturer problem.

Identity and date of any previous telephone contact with CDRH on the problem.

Whether the unit has been corrected.

If the unit has not been corrected, CDRH will request correction by the manufacturer. If evauation
confirms ageneric or design problem, CDRH will declare noncompliance and require
correction/recall in accordance with RPM Chapter 7, Attachment F.

The home digtrict will monitor approved corrective action programs (recdls). It may be appropriate
to recommend civil pendties for failure to correct noncompliant products or for continuing or willful
violaions

3. Deention/Sezure
Recommend detention/seizure for serious radiation hazards if the responsible firm (manufacturer or
assembler) refusesto correct or is unable (e.g. out of business) to correct the hazard. Serious
radiation hazards include the following or smilar situations (see CPG 7133.25):
- Non-termination of the x-ray timer,

- Excessve entrance exposure rate on fluoroscopic units.

Direct reference authority is provided for seizure actions when an adminigrative detention action has
previoudy been approved.

C. ISSUANCE OF NOTIFICATION LETTERS FOR NONCOMPLIANCE WITH THE STANDARD
WHERE THE ASSEMBLER IS SUSPECTED TO BE RESPONSIBLE.

* NOTE: All untitled letters should be reviewed by the accomplishing digtrict auditor prior to
issuance. Class A violations are issued as Warning Letters by the home district and should be
reviewed by the home district auditor. *

1.  Asambly of Noncompliant Diagnogtic X-ray Systems
a.  IssueaNatification letter (see Attachment K) to the responsible assembler for Class A and
Class B fidd test results obtained within one year of indalation. Notification letters shdll
issue

- Addressed to the most responsible individud &t the local assembler firm.
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- Warning of civil penalties in accordance with Chapter 6 of the Regulatory Procedures
Manudl.

- Within 45 days of thefield test (60 days for Sate tests).

- Within 2 days after receipt of results showing Class A violations.

- Within 10 working days after receipt of results showing Class B violations.

- Requesting assembler response within 15 working days after receipt for dl Class A or
within 30 working days for dl Class B violations.

- Requesting a copy of the assembler service report (to help determine the cause of the
violation and to assure correction at no cost to the user).

- With copies of the Notification |etter in every case sent to:

a)
b)

f)
9

the user

the x-ray or medica systems headquarters official responsible for the local
assembler firm

the x-ray control manufacturer's corporate headquarters officias identified in
Attachment G. If the violative product is abeam limiting device (BLD), the BLD
manufacturer's corporate headquarters officid identified in Attachment G will
receive a copy if different from the x-ray control manufacturer's firm.

the home didrict auditor (auditor will review al warning letters prior to being
issued) *

the accomplishing didtrict auditor (auditor will review dl untitled letters prior to
being issued) *

CDRH, HFZ-300.

The State Radiologicad Hedth Agency

b.  Evauate the assembler's response and route a copy to the home district x-ray auditor for
confirmation of responghility, assessment of qudification for civil penalties recommendation,
and completion of CDRH Field Correction Status Report.

c.  Respond to refutations or exemption requests when the assembler exercises his rights under
21 CFR 1003.30. Obtain technical assistance from the auditor or CDRH personnel listed in
Attachment B, if necessary.

d.  Disgpprove unsatisfactory corrective actions proposed or performed by assemblers.

e. If theassembler failsto provide a satisfactory or timely response, issue an assgnment for
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follow-up field testing. If the violation is not corrected, consder regulatory action.

NOTE: When an assembler disagrees with Agency action, he may request a hearing under 21 CFR
16. If such arequest is received by the digtrict, contact HFZ-300 so that arrangements may
be made to designate a hearing officer in accordance with 21 CFR 5.30(C).

2. Failure to Submit, Late Submission of, or Errors in the Submisson of FDA 2579, Report of
Assembly of Diagnodtic X-ray Sysems

Issue a Notification letter to the most respongible person at the local assembler's office (see
Attachments H through J).

NOTE: Submission of a 2579 more than 30 days after assembly is considered late.

D. ISSUANCE OF WARNING LETTER, NONCOMPLIANCE DECLARATION AND DISTRICT
ORDERED ASSEMBLER RECALL (NC/DOAR WARNING LETTER) FOR ASSEMBLER
RESPONSIBLE NONCOMPLIANCES WITH THE STANDARD. (NOTE: All NC/DOAR letters
should be reviewed by the home district auditor prior to issuance.)

1. Assembly of Noncompliant Diagnogtic X-ray Sysems

a Issue aNC/DOAR warning letter (see Attachment P) to the respongble assembler in accordance
with CPG 7133.12 and Table | of Part Il. Addressthe letter to the most responsible individua at
thelocal assembler firm. Copies of the NC/DOAR letter should be sent to the home digtrict
auditor, ingdlation digtrict auditor, the RRHR and HFZ-300.

b.  Evauate the assembler response using the guidance of Attachment Q. Full use of the home
digtrict auditor and contacts with the Diagnostic Devices Branch are advised to assst in the
technical aspects of determining acceptable responses.

2. Monitoring Assembler Corrective Action Plans

When Noatification letters are issued as follow-up to aviolative routine fied test, the assembler is not
required to submit a corrective action plan (CAP) for the correction of the one individud unit. To
require submission of a CAP for individud violations would prolong indefinitely the correction of
violative products.

Under the NC/DOAR action, FDA Didricts will issue noncompliance declarations to specific
assemblers, covering al assemblies of fully certified diagnogtic x-ray systems assembled over a
prescribed time period. Thus, it is essentia that a CAP be submitted to, and monitored by, the
assemblers home digtrict. Monitoring begins when it is determined that the assembler has eected to
submit aCAP in lieu of arefutation or exemption request. Review of the technicad aspects of the
CAP should be the respongbility of the home digtrict x-ray auditor. If assstance is needed, the
auditor should contact the Diagnostic Devices Branch (HFZ-322) at (301)-594-4591. Guidance
for evauating assembler responses can be found in Attachment Q.

As=mbler CAPs are to be handled asrecdlls. The procedures for handling recalls are detailed in
the Regulatory Procedures Manua (RPM), Chapter 7. Attachment F of the RPM provides specific
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guidance for x-ray assemblers.

The home didtrict should incorporate the following steps as part of the CAP monitoring:

a

b.

J-

Upon receipt of a CAP, prepare the Recall Alert described in the RPM.

Schedule an establishment ingpection of the assembler to obtain additional details of the CAP.
During this ingpection, the investigator should obtain the information necessary for submitting
a Recdl Recommendation.

Note: The district should alow the assembler up to 30 days to formulate a complete CAP
and to submit it in writing. Deay submitting the Recadl Recommendation until this information
isrecaeived. Although the Regulations do not require FDA to provide the assembler with this
30-day grace period, additional time should be permitted to prepare a complete CAP since
the CAP submission by an assembler has not normally been required.

If there will be adeay in obtaining complete details of a CAP, advise the assembler that he
must provide interim purchaser notification pursuant to 21 CFR 1003.21. A mode letter to
purchasersisincluded as Attachment R.

Once acomplete CAP isreceived, the digtrict x-ray auditor should review the CAP, and if
acceptable, prepare a CAP approvd letter (Attachment S) for the signature of the Didtrict
Director.

Copies of the CAP approva letter should be sent to the Diagnogtic Devices Branch
(HFZ-322).

The Diagnostic Devices Branch, DOE |, OC, CDRH will assign the recal number, recal
srategy, and recal classfication as directed in the RPM.

Upon receipt of the recal number, strategy, and classification by CDRH, the district will
prepare the recal notification.

The digtrict will aso, upon receipt of the recall information from CDRH, prepare a notification
letter to the recdling firm setting forth the Agency's position regarding the recdl. Include
ingructions for submitting monthly progress reports, if not included in the CAP approva

|etter.

Once the assembler reports completion of the CAP, the didirict can begin to schedule audit
checks at purchaser locations as assigned by CDRH in the Recall Strategy Statement.  Audit
checks should be performed within six months of the date of correction by the assembler and
should congst of acomplete fidd test of the system utilizing the appropriate field test method.
Thefocus of the audit checks should be on the noncompliances cited in the origina Warning
Letter. Under some circumstances when the recall takes longer than 6 months, an audit
check can begin before the completion of the CAP on dl locations (see RPM Chapter 7
Attachment F). Generally audit checks are performed on 10% of the product under recall.

The recall should be declared effectiveif al audit checks demongtrate full compliance with the
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elements of the Performance Standard cited in the origind Warning Letter. Prepare a Recall
Termination Recommendation & that time.

Note: Since the number of audit checks will normaly be smdl, a decison regarding the
effectiveness will not be made if only one of the audited units failsto comply. A second series
of audit checks should be conducted at purchaser locations, using the sampling criteria of
ANSI/ASQ Z1.4. Anidentica number of units should be audited in both the first seriesand
second series of audit checks. If the second series of the audit checks reveals no
noncompliances, then therecdl is effective. Therecdl shdl be consdered ineffective if during
thefirs seriesof  audit checks, more than one unit fails to comply with the Performance
Standard as cited in the origind Warning Letter, or, if during the second series of audit

checks, one or more unitsfal to comply.

Whenever an audit check detects an item of noncompliance (covered by the CAP) that has
not been corrected, issue a Notification letter to the assembler. If two or more such
noncompliant systems are encountered which are assembler related (not caused by user
abuse or failed component), prepare arecommendation for civil penalty.

Note: CDRH will not congder for incluson in acivil pendty case any noncompliance for
which the responsible party isidentified as other than the assembler. The Fied
Corrective Action Report must identify the assembler as the responsible party.

3. Preparing the Recall Alert

In preparing the 24-hour recdl dert (Attachment A of RPM Chapter 7), the following standard

responses should be used:

a.  Product - All assemblies of certified diagnostic x-ray systems performed between and

b.  Code - All makes and models, including and

Cc.  Recdling Arm - List the names and address of the assembler.

d. Ressonfor Recdl - Field test data collected by the FDA establishes that the recalling firm
was routindy assembling certified diagnogtic x-ray systems which failed to comply with the
Performance Standard. The digtrict issued a noncompliance declaration letter dated

. The assembler responded with a CAP dated

e.  Didrict Follow-Up - Include plans for any follow-up establishment inspection and whether or
nor the CAP appears complete.

f. Date digtrict learned of recal - Date of CAP letter from the assembler.

g Recdl initiation date - the date the CAP is received in the home didtrict.

4. Preparing the Recal Recommendation
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a  Product - Certified diagnostic x-ray systems assembled by between
and . The products are used on adaily basisfor
diagnogtic radiology. All units are involved in this corrective action plan.

b. Code - Vaious

C. Recdled By & How - The assembler, will test dl systems for compliance with
the Performance Standard, making the necessary corrections to bring each system into
compliance.

d. Manufacturer - Products are assembled by the recdling firm using certified diagnostic x-ray
components from avariety of manufacturers.

e. Daeof recdl - The date of the CAP. Sincethe CAP gpprova letter has not been issued, this
is the date of the assembler response to the noncompliance declaration.

f. Reason - As described in Attachment A.
g. Didribution - Sdf explanatory.
h.  Quantity - The number of certified x-ray systems covered by the CAP.

I. Current Status - Recall not started; Cap must be approved.

E.  ISSUANCE OF INFORMATION LETTERS FOR USER CAUSED VIOLATIONS AND

REFERRAL TO STATE AUTHORITIES

1.

Issue information letters to users when field test results are obtained more than one year after
ingalation and/or violations cannot be determined to be the fault of the manufacturer or assembler
(see Attachment M). Send copies to the gppropriate State radiation control authorities, the
assembler, the component manufacturer, the RRHR for State coordination, the home digtrict
auditor, the ingtdlation district auditor, and

HFZ-300.

If the user fails to respond, notify state authorities and the RRHR and request their assstance in
obtaining correction. Also request state assstance to prevent use of a Class A violative product
until it is corrected. If the sate is unable or unwilling to gain compliance:

- For non-termination of the x-ray timer only, consider detention/seizure in accordance with
CPG 7133.25.

- For al other Class A violations, contact HFZ-300.
- For Class B violations, do not pursue the matter further.

Advisethe home digtrict auditor of dl find actions or failures to obtain correction so that the Fidd
Corrective Action Report (FCAR) may be completed.
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F. FEDERAL/STATE RELATIONS

The RRHR will coordinate and supervise voluntary working agreements, agency contracts and/or
Partnership Agreements (PA) with states performing diagnostic x-ray fidd teting.
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PART VI - REFERENCES, ATTACHMENTS AND PROGRAM CONTACTS

A. REFERENCES

1.  Title21 Code of Federd Regulations, Subchapter J. Radiologica Hedth

2. Subchapter C Electronic Product Radiation Control of Chapter V of the Federal Food, Drug, and
Cosmetic Act.

3.  FDA Regulatory Procedures Manual, Chapter 7, Attachment F and Chapter 6.

4.  BRH "Routine Compliance Tegting for Diagnostic X-ray Systems or Components of Diagnogtic X-
ray Sysemsto which 21 CFR Subchapter Jis Applicable’, Revised December 1980, DHEW
Publication (FDA) 81-8161.

5.  Office of Radiologica Hedth, Divison of Compliance, Assemblers Guide to Diagnostic X-ray
Equipment. (Rockville, Maryland).

6. United States Code, Title 21, Federa Food, Drug, and Cosmetic Act, As Amended

7.  Compliance Policy Guide 7133.12, Regulatory Actions Againg Assemblers Who Ingall
Noncompliant diagnostic x-ray equipment.

8.  "Cdculation Programsfor Routine Compliance Tegting of Diagnogtic X-ray Systems'.

9.  Compliance Policy Guide 7133.23, Assessment of Civil Pendties Againg Manufacturers and
Importers of Electronic Products.

10. Compliance Policy Guide 7133.25, Hazardous Diagnostic X-ray Systems.
11 Invedtigations Operations Manua (1I0M).

12 Compliance Policy Guide 7133.27, Obligations of Factory-based Manufacturers and Assemblers of
Diagnogtic X-Ray Equipment Under the Performance Standard for Diagnostic X-Ray Equipment.

13 Compliance Policy Guide 7133.28, Regulatory Actions Againgt Assemblers of X-Ray Equipment
that Fail to File Reports of Assembly.

B. ATTACHMENTS

1. Attachment A - List of CDRH, MEB, Personnd to Contact on Procurement, Maintenance and
Repair of Ingrumentation.

2. AttachmentB -  List of CDRH Personnd to Contact on Test Procedures, Use of | nstrumentation,
and Data Entry Problems.

3. Attachment C- Generd Communications Ligt.
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4.  AttachmentD -
5. AttachmentE -
6.  Attachment F-
7. Attachment G -

8.  AttachmentH -

9. Attachment| -

10. Attachment J-

11. AttachmentK -

12. AttachmentL -

13. Attachment M -

14. Attachment N -
15. Attachment O -

16. Attachment P-

17. Attachment Q -

18. AttachmentR -

19. Attachment S-

Classfication of Items of Noncompliance and Defects.

Sample Report of Assembly of a Diagnostic X-ray System (FDA-2579).
Form FD-2766 Claim for Damages to Electronic Products.

Contacts for Manufacturers of Diagnostic X-ray Systems Contrals.

Notification letter to the Assembler (Incomplete or incorrect FDA-2579 Report
of Assambly).

Notification | etter to Assembler - Standards Violation Found During Review of
FDA-2579's or Records Review at the Assembler.

Notification letter to the Assembler (Failure to File FDA-2579 Report of
Assembly).

Noatification letter to the Assembler. (Notification of Defect or Noncompliance
on FD-2786 Field Test).

Field Correction Status Report

Notification Letter to the User (Notification of Noncompliance Attributable to
User Actions or Inaction).

Responsbility for Defects or Noncompliances.
Liging of Qudified X-ray Auditors

Sample Warning letter-Noncompliance Declaration With Didgtrict Ordered
Assembler Recdll Letter to X-ray Assemblers.

Guidance for Evauating an Assembler Response to a Noncompliance
Declaration With Digtrict Ordered Assembler Recall Letter.

Sample User Noatification Letter for Assembler Noncompliances and CAPs.

Sample CAP Approval Letter to X-ray Assemblers.
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C. PROGRAM CONTACTS

1. CDRH Contact - Questions concerning this compliance program should be directed to the Field
Programs Branch, Divison of Program Operations, Office of Compliance, CDRH, telephone
number (301) 594-4695. Secondary contact may be made with individuas listed on Attachment C.

2.  ORA Contact - The ORA Headquarters contact for this compliance program is ORO/DEIO
(HFC-130), Cdr. James M. Simpson, USPHS, telephone number (301) 827-1124.
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PART VII - CENTER RESPONSIBILITIES

A. TheCDRH dl:

1.  Monitor nationwide noncompliance trends for different types of x-ray systems and for various plant
based x-ray manufacturers.

2. Declare noncompliance and require product recal by manufacturers where nationwide field test
data indicates a noncompliance rate well above the national average, or where design related
generic violations are identified.

3. Provide cdlibrated test equipment for use by FDA and state inspectors.

4.  Deveop computer listings of al certified models of diagnostic x-ray components and systems
(Manufacturers Modd List) and provide these to each Region and Didtrict.

5. Routingly provide ligtings of problem assemblers for concentrated field testing and enforcement
action.

6. Provide periodic status reports on assembler noncompliance trends, and specia reports on request
by the Didtrict.

7.  Maintain/develop computer software for direct accessto CDRH computer data by Auditors and
Didrict DPU's.

8. Date-stamp assembler reports (FDA-2579) as received, enter the data into the data base, and mall
forms to the gppropriate accomplishing digtrict investigations branch weekly for review for testing
Ssections.

9.  Recommend specific Stes for gpecid tests when necessary. Survey forms and specia test
procedures will be provided by the Office of Compliance. Portable test equipment will be supplied
if needed by the Office of Science and Technology.

10. Providethe fidd with information concerning system and component manufacturers corrective
action plans. Thisinformation will include procedures for monitoring these plans. Advisethefied
of legd opinions, including those compliance cases, and advisory opinions which impact on ther
respongibilitiesin dedling with assemblers.

11. Providethefidd with alisting of unresolved noncompliances on aroutine basis (Field Correction
Status Report) and provide a procedure for each district to monitor their status of unresolved
noncompliances.

12.  Provide originas of dl FD 2579 reports of assembly to the ingtdlation digtrict.

13. Monitor and evauate dl test records, assignments, and correspondence relating to this program to
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identify trends or problems with the program.
14. Resolve specific program problems with the digtrict office or ORA as soon as they are identified.

B.  Program Evduation - Within 3 months after receipt of al documentation for the fiscd year, an informd
evauation will be conducted to review the results of this program and any needed improvementsto
increase program effectiveness. No formal written evaluation report will be prepared unless requested by
the Director, Office of Compliance.

TRANSMITTAL NO. PART VIl PAGE 2

FORM FDA 2438, (2/87)



