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Dear Dr. Levin:

Your facility was inspected on January 10, 1997, by a
representative from the Commonwealth of Pennsylvania, Bureau of
Radiation Control, acting in behalf of the Food and Drug
Administration. This inspection revealed that your facility failed
to comply with the Quality Standards for Mammography (Standards)
as specified in Title 21, ~eral Re~tL~ (CFR), Part
900.12(a) (l), as follOws:

A phantom imago take= on th~mammography uait in room
M-o 502 found that tha number of masses ●aorod An tho
phantom imago was~hich doss not mo~t tha roquirod
numb.r. ~. minimum numb- rqukod for mamsoa is 3.0.

The specific deficiency noted above appeared under the Level 1
heading on your MQSA Facility Inspection Report, a copy of which
is attached. This deficiency may be symptomatic of serious

I underlying problems that could compromise the quality of
mammograms at your facility.

In addition, your response should address the level 2 and repeat
level 3 noncompliances listed on the attached inspection report.
These noncompliances are:

1. The calculated mean glandular dose was 368 Mrads, which
exceeds the maximum allowable dose of 300 mRads.
21CFR900.12 (C)



● . ● ✌

✌

.

2. 27% of the data points for
ensity difference (DD), or

base+fog (BF) were missing for the month of August,
1996. 21CFR900.12(d) (1) (i)

It is your responsibility to ●xlsuso dhorcnco to ●aeh raquirmmt
of tho Mammography Quality Standards Aat of 1992 (MQ8A) aad FDAgn
regulations. You aro rospoxwiblo for Lnvostigating aad doto~ning
tho c~us.a of th. abov. d.ficicnchs and promptly h~tiating
pormanat cerroctiva ●ctions.

If you fail to promptly correct these deficiencies, FDA may,
without further notice, initiate regulatox~ action. Under MQSA,
FDA may:

● impose civil monoy penalties on a facility of up to
$10,000 for ●ach failuro to substantially comply with,
or ●ach day of failure to substantially comply with, the
Standards.

* ●uspond or rovoko a facility’s FDA cortificato for
failure to comply with the Standards.

● saok an injunction in fodoral court to prohibit any
mammography activity that constitutes a serious risk to
human health.

● Please note that FDA regulations do not preclude a State from
enforcing its own State mammography laws and regulations. In some
cases, these requirements may be more stringent than FDA’s. When
you plan your corrective action, therefore, YOU should consider

the more stringent State requirements, if any.

Evaluation of the level 1 phantom image failure suggests
processing and other artifacts may be the major contributor to the
failure and FDA strongly rocommands that your facility ●top
proc~ssing mammograms until you corroat tho phantom imago qualLty.
Further, FDA rocomm.nds that you aonsult with your madieal
physicist ●nd corroct all problams indieatod ha this lottor
immadiataly.

To minimizo tha risk to yous patients, FDA strongly usgos you to
voluntarily ●nliat tho s.mie.s of ● qualified intorprothg
physician to conduct an ind.pondmt clinical hag. soviow for all

tho patiant mammograms tak.n during th. periods that ●aoh
●rtifacts woro ●xpori.nc.d~ If YOU docido to do this, ploaao
provide FDA with tho details of this roviow h your rospoxmo.

FDA may tak. other actions ● s d.am.d n.cossuy based on your
r.spons. to our suggestions stat.d ●bovo. With4n 15 woxking days
of r.c.ipt of this lottar~ you should notify us in writing of:
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1.

2.

3.

the specific steps you have taken to aorroat all of the
violations noted in this letter.
each step your facility is taking to provuat tha
rocurronao of similar violations.
sample records such as service records, physicist
reports etc., Bhowing correction of the violations,
including a phantom image and techniques used to take
the image, calculation results of the mean glandular
dose and a summary of the changes made to achieve an
acceptable mean glandular do8e, and a copy of the
standard operating procedure (SOP) for performing
processor QC which describes processor QC
responsibilities when the primary QC technologist is
absent.

Robert E. Davis
Mammography Specialist
U.S. Food & Drug Administration
7 Parkway Center, Rm 390
Pittsburgh, PA 15220

with a copy to:

Joseph Pryber
PA Dept. of Environmental Protection
Bureau of Radiation Protection
Suite 6010 Lee Park
555 North Lane
Conshohocken, PA 19428

\

If you have any questions regarding this letter, please
Davis at 412-644-3394.

call Mr.

Sincerely,

Diana Kolaitia
“ District Director

Philadelphia District

Attachment: MQSA Facility Inspection Report
Inspection ID: 1146290004
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cc :

bcc :

David Mayer, M.D.
Medical Director
The Graduate Hospital Imaging Center
1840 South St. 3rd FL
Philadelphia, PA 19146

Joseph .Pryber
PA Dept. of Environmental Protection
Bureau of Radiation Protection
Suite 6010 Lee Park
555 North Lane
Conehohocken, PA 19428

HFA-224 HFR-MA150
HFC-21O (CFN: 2530359) HFR-MA1OO
EF (PGH-RP) HFZ-240
Warning Ltr File (HFR-MA140)
Warning Ltr Book (HFR-MA140)
HFI-35 (redacted copy for public display)

HFR-MA25 (Rourk)
HFR-MA1515 (Davis)
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