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DEPARTMENT OF HEALTH& HUMAN SERVICES Food and Drug Administration s
Mamtis

Refer to: CFN 1123989 Bakimore District
ID #107748 900 Madison Avenue

Baltimore, Maryland 21201
Telephone: (410) %24012

November 17, 1998

WAR&@lG Re-

inspection ID #1077484W04

stephen RaskimGm.D.
Community Radiology of Vkginia, Inc.
2ooo Leatherwood Lane
Bluefield, V@inia 24605

Dear Dr. Raskins:

Your Wlity was inspected on Novemkr 5, 1998 by a representative from the Commonwealth of
Vkginia under contract to the Food and Drug Administration (FDA). This inspection revealed
serious noncompliance involving mamm why pefio-d at your facility.

Under a UNted States Federal law, the Mammography Quality Standards Act of 1992, your
facility must meet specific requirements for mammography. These requirements help protect the
public health by assuring that a facility can perform quality mammography. The inspection
revealed the following Level 1 findings at your facility:

Level 1 Violations:

1. The interpreting physician did not meet the requirement of being hoard certified by
any of the approved boards or th m-the tr~g in tie
interpretation of mammogr

2. The interpreting physician ~d_not meet the requirement of being licensed by a State
to practice medicine: .,

Also, the following deficiencies appeared under the Level 2 heading on your MQSA Facility
Inspection Report:

Level 2 Violations:

1. The interpreting physician did not meet the continuing experience requirement of
having read and interpreted
examinations per month —

2. The interpreting physicians did not meet the continuing education requirement of
having completed a minimum of 15 credits in mammography over a 3-year



,

Dr. Stephen Raskins
Page 2
Novembr 17, 1998

~M-hti Xw@muHtofbavimg readamd
&oIntheexmb@wM ofat Ieast240patieata in6

montbw

Becawctheaeviolation may besympmmc“ of serious underlying probkms that add
CQmpm@etbegldityof mmmgmphy perfbrmed at your b2iIity, they repfeseut violations of
tihwwUh my-tk~A~m- xtim*tit-r*@ym. These
actions include, but are mt limited to, pIacii your hcility under a Directed Planof Correctim,
-8 your f=ifity f@r~ - of ~+ite ~to~t =-ing civil m-y *M* UPm
$10,000 fw each failure to aubstantidly comply with, or each day of failure to substantially
comply with, MQSA standmk; suspension or revocation of your fitcility’s FDA certificate; or
obtaining a court iq@x@fm against furthermmmgmphy.

It is necemry for you to W on this matter immediately. Please explain to this office in writing
within fifteun (15) working days b the date you receive this letter:

!. :;.,.

The specific steps you have Mom to correct all of the violations noted in this letter;

Each step your facility is taking to prevent the recurrence of similar violations;

Equipment settings (incIude technique fktors), raw test data, and calculated final results,
where appropriate;

Sample records that demonstrate proper record keeping procedures if the findings relate to
quality control or other records. (Note: Patient names or identification may be deleted from
any copies submitted.)

Please submit your response to:

Food and Drug Administration
900 Madison Avenue
BaItimore, Maryland 21201
Attn: Wiley T. Williamson, 111

Compliance Officer

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains onIy to deficiencies noted during the inspection and does not
necessarily address other obligations you may have under the law. You may obtain general
information about all of FDA’s requirements for mammography facilities by contacting the
Mammography Quality Assurance Program, Food and Dmg Administration, P.O. Box 6057,
Columbia, Maryland 21045@57 (1-800-838-7715), or through the Internet at
htt@/www.fda,gov.
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If you have any specific questions concerning mammography facility requirements or about the
content of this letter, please feel he to contact Elizabeth A. Laudig at (410) %2-3591, Ext. 159.

Sincerely yours,

ci?65$g~J.
Acting District Director


