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W h a t’s In s i d e

Inspections Under the 
Final Regulations

• Medical re c o rds (mammography
re p o rts and fil m s ) .

• Personnel qualification re c o rd s .

Some of the new documentation
re q u i rements include establishing
written pro c e d u res for infection con-
t rol, as well as for collecting and
resolving consumer complaints.

A facility normally will re c e i ve at
least five business days adva n c e
notice before an inspection. The
inspector will attempt to schedule a
mutually agreeable inspection date.

FDA estimates that the on-site
inspection time for a facility with a

n important interaction betwe e n
FDA and mammography facili-
ties is the annual inspection.

With the MQSA final re g u l a t i o n s
going into effect April 28, 1999,
FDA is re vamping materials to help
facilities pre p a re for their inspections
under the final re g u l a t i o n s .

In June 1995, FDA pro d u c e d
“What a Mammography Fa c i l i t y
Should Do To Pre p a re for the
MQSA Inspection.” This document
was amended in June 1996 and will
be revised again to cover changes
implemented in the final rule. An
associated speaker’s kit with slides
also is under development; FDA
anticipates these materials to be ava i l-
able early spring 1999. 

MQSA inspection pro c e d u re s
under the final regulations will con-
tinue to cover the following are a s :

• Equipment performance (includ-
ing phantom image quality and
d o s e ) .

• Quality assurance (QA) re c o rd s
(see Q&A column, page 15, for
m o re information).

• Quality control (QC) re c o rds and
tests, including the technologist’s
tests and the medical physicist’s
annual survey re p o rt .

• Medical audit and outcome analy-
sis re c o rd s .

FINAL REGULATIONS UPDATE

DA published a corre c t i n g
amendment to the MQSA
Final Regulations Oc t o b e r

22, 1998, in the Fe d e ral Re g i s t e r
(see Vol. 63, No. 204, pp. 56555-
56559) that, among other things,
changes the starting date of the
continuing experience re q u i re-
ment for radiologic technologists
and medical physicists.  FDA also
published a proposed rule change
November 5, 1998, (see Vol. 63,
No. 214, pp. 59750-59752) to
re s o l ve a collimation confli c t
b e t ween MQSA regulations and
F D A’s El e c t ronic Product Radia-
tion Control (EPRC) standard s .

The previous wording of the
final rule about the continuing
experience re q u i rements in Se c-
tion 900.12(a)(2)(iv) and
(a)(3)(iii)(B) read that these
re q u i rements be met “f o l l ow i n g
the second annive r s a ry date of
the end of the calendar quart e r”
during which the technologist or
p h y s i c i s t’s initial re q u i re m e n t s

Continued on page 15

Continued on page 4
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After years of developing and fin e -
tuning regulations to help ensure that
m a m m o g raphy meets high-quality
s t a n d a rds nationwide, we’re on the
home stretch to implement the MQSA
final rule on April 28, 1999. I want
to thank the numerous facility person-
nel, inspectors, manufacturer re p re s e n-
t a t i ves, and consumers who con-
tributed to building a system of which
we can all be pro u d .

Of course, the work to improve
the system continues. FDA is now
making eve ry effort to ensure that
facilities understand their obligations
under the law and the final re g u l a-
tions. We’re already well into our sec-
ond round of issuing compliance guid-
ance for public review and comment. 

Keep checking our we b s i t e
( w w w. f d a . g ov / c d rh/dmqrp.html) for
up-to-date guidance and other impor-
tant information. We’re redoing the
site to include an intera c t i ve, know l-
edge-based search engine that will help
you find the appropriate inform a t i o n
or policy guidance. The search engine
should be especially helpful for facili-
ties preparing for inspections under the
final re g u l a t i o n s .

Update on the final r e g u l a t i o n s

Other items I want to bring to yo u r
attention include “w h a t’s new” in the
final regulations, the most signific a n t
being the re q u i rement to provide a l l
p a t i e n t s a re p o rt in lay language that

s u m m a r i zes the mammography exam
results. Congress enacted this prov i s i o n
as part of the Ma m m o g raphy Qu a l i t y
St a n d a rds Reauthorization Act signed
into law by President Clinton in Oc t o-
ber 1998.

In addition, FDA has published
technical amendments (see article, page
1, this issue) to correct some errors that
had crept in during the publication of
the MQSA final regulations in 1997
and to otherwise clarify re q u i re m e n t s
b e f o re they become effective April 28,
1999. Al s o, FDA proposed a ru l e
change to re s o l ve a conflict betwe e n
MQSA and other FDA re g u l a t i o n s
g ove rning the manufacture of x-ra y
e q u i p m e n t .

How to pre p a re for the 
MQSA inspection

Ac c o rding to our most recent surve y, 71
p e rcent of facilities said our 1995 doc-
ument, “What a Ma m m o g raphy Fa c i l-

ity Should Do To Pre p a re for the
MQSA In s p e c t i o n” was a “ve ry useful”
re s o u rce. In light of the final re g u l a-
tions, we’re updating that document
and an associated speaker’s kit with
slides. This issue of Ma m m o g r a p h y
Ma t t e r s p rovides highlights.

We’re also producing a live satel-
lite teleconference Fe b ru a ry 18, 1999,
to answer your questions or concern s
about MQSA re q u i rements related to
personnel, re p o rting exam results to
patients, equipment, or any other
a reas cove red in the final rule. (Se e
page 5 for more information.) If yo u
h a ve any questions or concerns, please
c o n vey your message through the
MQSA Facility Hotline (1-800-838-
7715) or through an e-mail link on
our upcoming revised we b s i t e .

If yo u’re unable to view the tele-
c o n f e rence, videotape copies of the
e vent will be available for a fee
t h rough NTIS. For more inform a t i o n ,
call NTIS at 703-605-6186.

John L. McCrohan, M.S.
D i re c t o r, Division of Ma m m o g raphy 

Quality and Radiation Pro g ra m s

From the Di rector . . .
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Winter 1999

Mammography Matters is a quarterly
publication of the Division of Mam-
mography Quality and Radiation
Programs (DMQRP), Center for
Devices and Radiological Health
(CDRH), Food and Drug Adminis-
tration. Its purpose is to help mam-
mography facilities comply with the
requirements of the Mammography
Quality Standards Act of 1992. It is
distributed to mammography facili-
ties and other interested organiza-
tions and individuals.

Articles may be reproduced or
adapted for other publications.
Comments should be addressed to: 

Mammography Matters
FDA/CDRH (HFZ-2 4 0 )
1350 Piccard Drive
Rockville, MD 20850

Fax 301-5 9 4-3 3 0 6

Back issues of Mammography Mat-
ters may be viewed on the Internet at
w w w . f d a . g o v / c d r h / d m q r p . h t m l

John L. McCrohan, M.S., Director,
DMQRP, CDRH
Carole Sierka, Editor; Chief,
Outreach Staff, DMQRP, CDRH

David Heffernan, Managing Editor

Evelyn Wandell, Production 
Manager

Robin Foster, D e s i g n e r

Other contributors: Cathy Akey,
Anne Bowen, Roger Burkhart,
Charles Finder, Miguel Kamat

Facility Ho t l i n e
Call the facility telephone 
hotline (1-800-838-7715)
for more information about

FDA certification or 
inspections.

ake sure you check the expira-
tion date on your FDA cert i fi-
cate and begin the re a c c re d i t a-

tion process at least nine months
b e f o re your cert i ficate expires.  Cert i-
fication is valid for three years and
can be re n ewed as long as the facility
remains properly accredited and suc-
cessfully demonstrates during annual
inspections that it continues to meet
the MQSA standard s .

Since it’s unlawful to perf o r m
mammography with an expired FDA
c e rt i ficate, don’t delay getting re a c-
c redited.  St a rt the process by con-
tacting your accreditation body —

the American College of Radiology
or the States of Arkansas, California,
and Iow a .

Re m e m b e r, i t’s up to yo u t o
request an application from the
a c c reditation body, complete it, re t u r n
it, and pass re a c c reditation in time for
FDA to issue you a new cert i fic a t e
b e f o re your current one expire s .

Under some circumstances, FDA
may allow for an extension if yo u r
a c c reditation body is experiencing
delays in processing applications.
Howe ve r, FDA will grant an exten-
sion only if you applied for re a c c re d i-
tation in a timely manner.

Don’t Delay Reaccreditation

he National Consortium of Breast Centers is holding its Na t i o n a l
Breast Center De velopment Conference April 29, 30, and May 1, 1999
at the MGM Grand Hotel in Las Vegas, NV.  The conference is free to

c o n s o rtium members; it costs $175 for non-members.
A Pre - C o n f e rence program, “Compliance with the Final Fe d e r a l

MQSA Regulations,” will be offered April 28.  Category I continuing edu-
cation credits also will be available for physicians and radiological technolo-
g i s t s .

For more information, call the National Consortium of Breast Centers,
219-267-8058, or see its website, www. b re a s t c a re . o r g .
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ince assuming leadership as chair
of the National Ma m m o g r a p h y
Quality Assurance Ad v i s o ry

Committee (NMQA AC) in Ma y
1998, Dr. Barbara Monsees has
guided committee meeting discus-
sions by broadly soliciting view p o i n t s
f rom NMQA AC ’s diverse panel.

“ Since the final regulations go
into effect in April,” says Mo n s e e s ,
“our recent focus has been to help the
FDA develop a guidance document
for both facilities and re g u l a t o r s .
Although some of the rules are
s t r a i g h t f o rw a rd, some of the issues
we have discussed have been con-
t e n t i o u s . My job is to let all opinions
be heard . ”

N M QA AC panel members are
drawn from among physicians, med-
ical physicists, radiologic technologists,
and other health professionals with sig-
n i ficant experience in mammography.
At least four members come fro m

national breast cancer advocacy or con-
sumer health organizations with stro n g
b a c k g rounds in dealing with bre a s t
cancer and mammography from a
public health view p o i n t .

Chief of the Breast Imaging Se c-
tion at the Ma l l i n c k rodt Institute of
R a d i o l o g y, Monsees attended pre v i o u s

committee meetings as an observe r
and participant before being asked to
s e rve as the NMQA AC chair. 

Discussions at the most re c e n t
meeting in November 1998 focused
on MQSA compliance guidance
under the final regulations, MQSA
reauthorization, the States as Cert i-
fiers program, and vo l u n t a ry stere o-
tactic accreditation programs. The
meetings provide an opportunity for
open public presentation and discus-
sion from interested individuals and
organizational re p re s e n t a t i ve s .

The committee advises FDA on
a range of issues related to imple-
menting MQSA, including personnel
issues, equipment, quality control, as
well as areas of future consideration
such as digital mammography and
i n t e rventional mammography.

The next NMQA AC meeting
will be scheduled during the first half
of 1999.

Monsees Leads MQSA Advisory Committee

Dr. Barbara Monsees

we re met “or October 28, 1997, whichever is later. ”
For most radiologic technologists and medical

physicists, this wording means that they would be
checked during inspections for compliance with this
re q u i rement beginning after Ja n u a ry 1, 2000.  This date
is well after the effective date of the regulations; howe ve r,
for some time after this date, the 24-month ave r a g i n g
period, during which compliance would be assessed,
begins before the effective date of the final ru l e .

To avoid such a re t ro a c t i ve effect of the re g u l a t i o n ,
the date in these two provisions has been changed fro m
October 28, 1997 (the date of publication of the fin a l

rule), to April 28, 1999.  This means that checking for
compliance with these re q u i rements during inspections
will begin after June 30, 2001, and in all cases, the 24-
month averaging period will fall completely after the
e f f e c t i ve date of the final ru l e .

In another update to the final rule, FDA is pro p o s-
ing to re s o l ve the collimation conflict by changing Se c-
tion 900.12(e)(5)(vii)(A) so that the x-ray field will be
a l l owed, but not re q u i red as at present, to extend to or
b e yond the non-chest wall sides of the image re c e p t o r.
This would permit facilities whose systems are not
p resently capable of  “blackening” the films to these
edges to continue to use those systems without the need
of either applying for an alternative re q u i rement or pur-
chasing a re t ro fit .

Final Regulations Up d a t e
Continued from page 1
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Facility Inspections Under 
the Mammography Quality 
Standards Act (MQSA) 
Final Regulations

Date: Thursday, February 18, 1999

Satellite test time: 12:00–1:00 p.m. Eastern 
Time: 1:00–4:30 p.m. Eastern

C-band Satellite Viewing Coordinates: 
2/18 1200-1630 ET
GE2, Transponder 11C 
85 degrees West
Vertical D/L Polarity 
D/L Freq. 3920 MHz

This live teleconference will cover what you need to

know to pre p a re for MQSA inspections conducted

when the final regulations become effective on 

April 28, 1999.

Get your questions or concerns about the final 

regulations addressed during the conference by panel

members from FDA.

Presentations will focus on information your FDA

inspectors will be checking for the first time 

related to new requirements, such as: 1) personnel,

2) equipment, 3) reporting of exam results to

patients, and 4) the consumer complaint mecha-

nism. Changes in the approach to quality assurance

will also be discussed.

If you want to view the teleconference, make arrange-

ments now with a nearby location (hospital, univer-

sity, or government office) where a broad band ana-

log satellite downlink site is available.

You can get more information about viewing

sites, by checking FDA’s website

( w w w . f d a . g o v / c d rh/dmqrp.html) under 

“What’s New” or by calling the Facility Hotline

( 1 - 8 0 0 - 8 3 8 - 7 7 1 5 ) .
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e d i c a re reimburses fees associ-
ated with mammography ser-
vices at FDA-cert i fied facilities.

Oc c a s i o n a l l y, legitimate Me d i c a re
claims are denied by Health Care
Financing Administration (HCFA )
intermediaries. How does this hap-
pen and what can patients, physi-
cians, and mammography facilities
do to re s o l ve this issue?

Eve ry week, FDA provides an
updated electronic file to HCFA with
the cert i fication status of all U.S.
mammography facilities. HCFA sub-
sequently makes this facility file ava i l-
able to their intermediaries and carri-
ers who handle re i m b u r s e m e n t s .
Howe ve r, sometimes the intermedi-
aries do not re c e i ve the entire fil e .

When intermediaries re c e i ve
Me d i c a re claims for mammography
s e rvices, they check the file to deter-
mine whether or not the facility in
question is FDA cert i fied. Oc c a s i o n-
a l l y, the portions of the facility fil e
a vailable to an intermediary or carrier
may not contain the re c o rd for a cer-
t i fied facility, and valid claims may be
d e n i e d .

When valid claims are denied,
the claimant should first try to
re s o l ve the problem with the inter-
m e d i a ry or the carrier. If this is
unsuccessful, the claimant should
then contact the person in the appro-
priate regional HCFA office (see list
b e l ow for future re f e rence). In the
e vent that these issues cannot be

re s o l ved at the regional level, the par-
ties should then contact the appro p r i-
ate person at the central office. No t e
that in some offices the Me d i c a re Pa rt
A and Pa rt B contacts are differe n t .

Physicians who file claims for
i n t e r p reting mammographic exami-
nations should include on the
H C FA-1500 claim form the FDA
facility ID number of the facility
w h e re the mammogram(s) they re a d
we re performed. The facility ID
number can be found in the lowe r
right hand corner of the MQSA cer-
t i ficate. Claims will be denied if this
number is not on the form. If physi-
cians are denied reimbursement, they
should contact the appro p r i a t e
H C FA offic e .

Medicare Reimbursement for Mammography Services

Region I ( B o s t o n ) : MA, ME, NH, VT, CT, RI
Ellen Hamblin, 617-565-1240 (Part A/B)
e-mail:  e h a m b l i n @ h c f a . g o v

Region II (New York): NJ, NY, PR, VI
Michael Britton, 212-264-3663 (Part B)
e-mail:  m b r i t t o n @ h c f a . g o v
Allison Sprenz, 212-264-9043 (Part A)
e-mail:  a s p r e n z @ h c f a . g o v

Region III (Philadelphia): DE, DC, MD, 
PA, VA, WV

Patricia Lowry, 215-861-4295 (Part A/B)
e-mail:  p l o w r y @ h c f a . g o v
Patsy Bradford-Bearkley, 215-861-4282   

( b a c k - u p )
e-mail:  p b r a d f o r d - b e a r k l e y @ h c f a . g o v

Region IV (Atlanta): AL, NC, SC, FL, 
GA, KY, MI, TN

Gloria Oyetubo, 404-562-7217 (Part A/B)
e-mail:  g o y e t u b o @ h c f a . g o v

Region V ( C h i c a g o ) : IL, IN, MI, MN, 
OH, WI

John Campbell, 312-353-6650 (Part A/B)
e-mail:  j c a m p b e l l @ h c f a . g o v

Region VI ( D a l l a s ) : TX, OK, NM, ARK 
(Part A) TX, LA, ARK, NM (Part B)

James Sigmund, 214-767-6458 (Part A/B)
e-mail:  j s i g m u n d @ h c f a . g o v

Region VII (Kansas City): IA, NE, KS, MO
Darin Wipperman, 816-426-5033 ext. 3412
e-mail:  d w i p p e r m a n @ h c f a . g o v
Ceilly Robl, 816-426-5033 (back-up)
e-mail:  c r o b l @ h c f a . g o v
Darcy Jakopchek, 816-426-6317 (Outreach)
e-mail:  d j a k o p c h e k @ h c f a . g o v

Region VIII ( D e n v e r ) : CO, MT, ND, SD, 
UT, WY

Mary Munoz, 303-844-4024 ext. 288 
(Part A/B)

e-mail:  m m u n o z @ h c f a . g o v

Region IX (San Francisco): America Samoa, 
AZ, CA, Guam, HI, NV

Shirley Bordelon, 415-744-3613 (Part A/B)
e-mail:  sbordelon@hcfa.gov

Region X ( S e a t t l e ) : AK, ID, OR, WA
Margaret Medley, 206-615-2355 (Part A/B)
e-mail:  m m e d l e y @ h c f a . g o v

Central Offic e ( B a l t i m o r e ) :
Wendy Knarr, call MD relay 800-735-2258 

and ask for 410-786-0843 (Carrier - Part B)
e-mail:  w k n a r r @ h c f a . g o v
Joanne Spalding, 410-786-3352 (back-up 

for Wendy)
e-mail: j s p a l d i n g @ h c f a . g o v
Linda Gregory, 410-786-6138 

(Intermediary - Part A)
e-mail:  l g r e g o r y @ h c f a . g o v
Faith Ashby, 410-786-6145 (back-up for 

L i n d a )
e-mail:  f a s h b y @ h c f a . g o v

(Updated August 31, 1998)
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he MQSA final regulations equipment standard s ,
most of which go into effect April 28, 1999, are
intended to ensure that mammography equipment is

capable of producing quality mammograms over the full
range of clinical conditions.

Outlined below are some of the new equipment
re q u i rements contained in the final rule.  In drafting the re g-
ulations, FDA relied heavily on the recommendations of
g roups such as the equipment focus groups convened by the
American College of Radiology, with the support of the U.S.
Centers for Disease Control and Pre vention.  FDA believe s
that most mammography equipment manufactured in
recent years will meet many, if not all, of these re q u i re m e n t s ,
but older equipment may have to be re t ro fitted or re p l a c e d .

Ef f e c t i ve Ap ril 28, 1999

The tube-image receptor assembly must remain locked
in any position at which it can be operated and re m a i n
locked if the power to the unit is interrupted. If it can
“flo a t” after interruption of powe r, the unit will be
ruled non-compliant. [900.12(b)(3)]

The unit must provide at least two image receptors 
(18 x 24 cm and 24 x 30 cm sizes), each with its ow n
m oving grid and compression paddle, matched to the
film size. [900.12(b)(4) and 900.12(b)(8)(ii)(A)]

Units with magnification must provide for magnific a-
tion studies to be performed without a grid betwe e n
the source and image re c e p t o r. [900.12(b)(4)(iii)]

If the unit has a light beam that passes through the x-
ray beam limiting device, it must be sufficiently bright:
160 lux or 15 foot-candles at the maximum SID.
[ 9 0 0 . 1 2 ( b ) ( 5 ) ( i i ) ]

If the unit is used to perform non-interventional pro b-
lem-solving pro c e d u res (i.e., diagnostic mammogra-
phy) it must have magnification capabilities that pro-
vide at least one magnification from within the range of
1.4 to 2.0. [900.12(b)(6)]

The compression paddle of the unit must be straight
a c ross at the chest wall edge (applies only to paddles
used for normal views). Except for paddles specially
designed otherwise, the paddles must be flat and paral-

New MQSA Equipment Requirements
lel to the bre a s t - s u p p o rt table, and shall not deflect fro m
parallel by more than 1.0 cm at any point on the surf a c e
of the paddle when compression is applied.
[ 9 0 0 . 1 2 ( b ) ( 8 ) ( i i ) ]

The unit must display the manually set technique
b e f o re exposure and must display the resultant kVs and
mAs (or mA and time) after any exposure terminated by
the automatic exposure control (phototimed).
[ 9 0 0 . 1 2 ( b ) ( 9 ) ]

The size and available positions of the AEC detector
shall be clearly indicated at the X-ray input surface of
the bre a s t - c o m p ression paddle. [900.12(b)(10)(ii)(A)]

In AEC mode, the unit must maintain the optical den-
sity of the film within plus or minus 0.30 of the ave r a g e
optical density, as tested by a medical physicist. (Un t i l
October 28, 2002, a technique chart may be used in
conjunction with the AEC to meet this re q u i re m e n t . )
[ 9 0 0 . 1 2 ( e ) ( 5 ) ( i ) ( A ) ]

The unit must produce a radiation output rate of 513
mR/second, measured at 28 kV for an exposure 3 seconds
long, at 4.5 cm above the breast support. [900.12(e)(5)(x)]

Ef f e c t i ve October 28, 2002

The unit must provide a powe r - d r i ven initial compre s s i o n
that can be activated from both sides of the patient. It must
also provide a fine adjustment of the compression, operable
f rom both sides of the patient. [900.12(b)(8i)]

In AEC mode, the unit must maintain the optical den-
sity of the film within plus or minus 0.15 of the ave r a g e
optical density, as tested by a medical physicist.
[ 9 0 0 . 1 2 ( e ) ( 5 ) ( i ) ( B ) ]

The unit (and entire imaging system) must re s o l ve 11
line pair/mm (bars perpendicular to the anode-cathode
axis) and 13 line pair/mm (bars parallel to the anode-
cathode axis). This re q u i rement must be met re g a rd l e s s
of the measured focal-spot size. [900.12(e)(5)(iii)]

The unit must produce a radiation output rate of 800
mR/second, measured at 28kV for an exposure 3 sec-
onds long, at 4.5 cm above the breast support .
[ 9 0 0 . 1 2 ( e ) ( 5 ) ( x ) ]
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Few facilities currently 
p a rticipate in vo l u n t a ry
s t e reotactic accre d i t a t i o n
p ro g r a m s

acilities performing stere o t a c t i c
b reast pro c e d u res should part i-
cipate in vo l u n t a ry stere o t a c t i c

a c c reditation programs. Under the
Mammography Quality St a n d a rd s
Act, FDA has authority to re g u l a t e
i n t e rventional mammography but
c u r rently has exempted these pro c e-
d u res from the re q u i rements of
both the interim and final re g u l a-
t i o n s .

The National Ma m m o g r a p h y
Quality Assurance Ad v i s o ry Com-
mittee (NMQA AC) re c o m m e n d e d

that FDA continue with the exe m p-
tion, but only if stereotactic facili-
ties participate in currently ava i l a b l e

vo l u n t a ry accreditation pro g r a m s ,
such as those administered by the
American College of Radiology
( ACR) and the American College of
Surgeons (AC S ) .

Of the 2,900 stereotactic bre a s t
biopsy units in the United St a t e s ,
only 13 percent are enrolled in
either the ACR or ACS pro g r a m s .

To ensure that public health is
not compromised, FDA urges all
facilities to become accredited. Pa r-
ticipation in vo l u n t a ry accre d i t a t i o n
p rograms helps assure patients that
they are receiving quality care. Fu l l
p a rticipation may obviate the need
for a Federal re g u l a t o ry pro g r a m .

So, if you have n’t already done
so, now is a good time to sign up.

Miguel R. Kamat, M.D., M.P.H.,
Radiologist/Mammographer, Division
of Mammography Quality and Radia-
tion Programs

Physician to Physician by Miguel R. Kamat, M.D., M.P . H .

Sign Up Now for Stereotactic Accreditation
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TITLE ( o p t i o n a l )
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Starting with the Fall 1999 issue of Mammography Matters, FDA will stop printing 
and mailing copies of the newsletter. FDA will publish only an electronic version of 
Mammography Matters on the Internet. To receive e-mail alerts and highlights of new issues
when they are available on the Internet, simply fill out the information below and send it to
MQSA c/o SciComm, P.O. Box 30224, Bethesda, MD 20824-9998.  Fax: 301-986-8015.
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Q & A is a regular column in
Mammography Ma t t e r s . We we l-
come your questions and will publish
a n s wers to any that are of genera l
i n t e rest. Send your questions to
Mammography Ma t t e r s ,
FDA/CDRH (HFZ- 240), 1350
Pi c c a rd Drive, Rockville, MD
20850, Fax 301-594-3306. 

The questions presented here are
taken from the compliance guid-
ance released for public comment
in August 1998. The answers to
these questions are taken directly
from the regulations and so are
final, unlike some of the other
guidance, which may be modified
after the public comment period.

Regarding quality assur-
ance, what are the responsi-

bilities of the lead interpreting
physician?

In general, the lead inter-
preting physician must

ensure that the quality assur-
ance program meets the required
standards. This includes personnel
assignments, all equipment quality

control tests, records, and correc-
tive actions, the annual physicist’s
survey, and medical audit and
outcomes analysis. He or she must
ensure that individuals assigned to
quality assurance tasks are quali-
fied to perform these tasks and
that their performance is adequate.

Regarding medical outcome
audits, he or she must either
review and discuss the audit results
with other interpreting physicians
or assign this task to another inter-
preting physician (the reviewing
interpreting physician). For facili-
ties with only one interpreting
physician, the responsibility for
medical outcome audits rests solely
with that individual.

What quality assurance
( QA) re c o rds must be main-

tained? Where and for how long?

The facility must main-
tain quality assurance (QA)

records that show:

• Personnel responsibilities —
q u a l i fied mammography person-
nel assigned to appropriate QA
t a s k s .

• Technique charts/tables — the

mammography techniques and
p ro c e d u res used in conducting
m a m m o g r a m s .

• Quality control (QC) test
re c o rds — QC test pro c e d u re s ,
test performance and monitor-
ing, data analysis, and timely
c o r re c t i ve action for each.

• Pro c e d u res for safety and pro t e c-
tion of patients and personnel.

These records must be main-
tained until the next annual
inspection that would verify com-
pliance or until an individual test
has been performed two additional
times at the required frequency,
whichever is longer.

This requirement means that
records for semi-annual tests may,
and records for annual tests will,
have to be kept longer than the
period between two successive
annual inspections.

“Verifying compliance”
implies that, if QC records for a
given test are found to be deficient
and the facility is cited during an
annual inspection, these records
must be kept until the facility
corrects the problem to FDA’s
satisfaction. 

Q & A

A

Q

A

Q

single x-ray machine will continue to
be about six hours. It takes the
inspector approximately one hour to
test each mammography x-ray unit
and dark ro o m / film processor combi-

nation. The remainder of the time is
spent re v i ewing facility re c o rds. As
such, it’s best to schedule a block of
time for the testing of equipment to
m i n i m i ze any inconvenience to
patient care .

“ Since FDA began MQSA inspec-
tions and an associated quality assur-
ance program in early 1995, there have

been high rates of satisfaction with the
p rocess,” says DMQRP Di rector Jo h n
Mc Crohan. “I’m confident that the
c h a n g e over to inspections under the
final rule will go smoothly and that we
will continue to work in part n e r s h i p
with the facilities to ensure all patients
re c e i ve the high-quality mammogra-
phy they deserve . ”

Inspections Under the 
Final Re g u l a t i o n s
Continued from page 1
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