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W h a t’s In s i d e

Ensuring High-Quality Mammography:  
Spotlight on Inspectors

ment, serve as the principal inspector
p e rforming medical device inspec-
tions at the many General El e c t r i c
facilities in his native Wisconsin, and
conduct radiological inspections/
i n j u ry investigations before becoming
an x-ray auditor in 1988. 

Based on his extensive experience
with FDA’s radiological health pro-
grams, Ga rvin was asked in 1993 to
s e rve as an advisor to FDA as it
implemented MQSA. His years of
experience qualified him to prov i d e
the “field perspective” in the plan-
ning and implementation of FDA

W
ith the five - year annive r s a ry of
the MQSA Inspection Pro-
gram last fall, FDA began

honoring inspectors who have pro-
vided five years of service in making
high-quality mammography a re a l-
i t y. Gi ven this milestone, now is an
a p p ropriate moment to highlight
two of our pro g r a m’s dedicated
inspectors. Tom Ga rvin, a seasoned
FDA inspector from Mi l w a u k e e ,
Wisconsin, was one of the first to go
t h rough the Agency’s training pro-
gram in 1994. Ma ry James hails
f rom Columbia, South Caro l i n a ,

w h e re she has served as a St a t e
inspector for less than one ye a r.

Tom Garvin

Wo rking with the MQSA In s p e c-
tion Pro g ram from Day One 
“ My career with FDA began in the
late 1970s—a time before specializa-
tion of inspectors was widespre a d , ”
Tom Ga rvin recalled. Originally con-
ducting food inspections, Ga rvin was
tapped to re c e i ve training in Di a g-
nostic X-ray Su rveys in 1979. This
c a reer turn allowed him to perf o r m
x-ray field tests on a variety of equip-

Continued on page 3

Visit the New Mammography Program We b s i t e
The new and improved Mammography Program website, launched in
April, contains information of great use to facilities, consumers, and others
in the mammography community.  The easily navigable site has sections on
the Mammography Quality St a n d a rds Act (MQSA), regulations guidance,
facilities, the Mammography Program Ad v i s o ry Committee, and informa-
tion for consumers. It allows quick access to past and current issues of
Ma m m o g raphy Ma t t e r s , our on-line quarterly new s l e t t e r, and other Pro g r a m
publications, including the recently released bro c h u re, Ma m m o g ra p h y
To d a y. The site also offers a section that lists and links to other re s o u rc e s
for mammography information.  Last, the new site provides up-to-date
mammography information (see “W h a t’s New”) and allows you to give us
your feedback.

http://www.fda.gov/cdrh/mammography/pubs/mambrochure.pdf
http://www.fda.gov/cdrh/mammography/pubs/mambrochure.pdf
http://www.fda.gov/cdrh/mammography/whats_new-rev.html
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This newsletter issue marks a turn i n g
point on many levels. We have “g o n e
e l e c t ro n i c .” He ralding another tra n s i-
tion to technology is our increased use
of the Ma m m o g raphy Li s t Se rv, which
a l l ows us to contact all subscribers to
the list. In f o rmation available thro u g h
the Li s t Se rv includes newsletter high-
lights, which link you directly to the
newsletter article you select, and other
MQSA news and alert s .

Be yond these electronic adva n c e s ,
h owe ve r, Mammography Ma t t e r s h a s
reached a new level in its mission. The
final MQSA regulations are in place,
MQSA inspections are being con-
ducted under the new regulations, and
a mechanism to extend cert i fication to
digital mammography units has been
d e veloped. In sum, many of the goals
FDA set to ensure high-quality mam-
m o g raphy for women have been
met—and this newsletter has helped
i n f o rm you of our steps tow a rd meet-
ing those goals.

As new objectives and challenges
emerge in our continued effort to sup-
p o rt the mission of MQSA, we invite
you to participate in molding the con-
tent of future issues of this newsletter.
What aspects of MQSA would yo u
like to read about? What do you think
others in the mammography commu-
nity should know?  To g e t h e r, let’s be
s u re that what we communicate pro-
vides the information you need. Pl e a s e
contact our editor, Evelyn Wa n d e l l
( e pw @ c d rh . f d a . g ov) with your feed-
b a c k .

Spotlight on In s p e c t o r s

This past Ja n u a ry, we reached the five -
year annive r s a ry of the beginning of
MQSA inspections. FDA has been
honoring inspectors who share this
a n n i ve r s a ry in years of service. What
an appropriate time to highlight two
inspectors who work day-to-day with
facilities to ensure high-quality mam-
m o g raphy (see story, page 1).

Tom Ga rvin, a ve t e ran FDA
inspector from Milwaukee, Wi s c o n s i n ,
went through the Ag e n c y’s training pro-
g ram in 1994, after working with
F D A’s radiological health pro g ra m s
since the 1970s. Ma ry James, of
Columbia, South Ca rolina, became a
State inspector last Ju l y, building on six
years of work using her cert i fications in
m a m m o g raphy and quality manage-
ment. With different backgrounds, but
a shared dedication to enabling facili-
ties in their delive ry of quality mam-
m o g raphy services, both inspectors are
to be commended for their serv i c e s .

Digital Mammography for
Clinical Ex a m s

In our last issue, we announced FDA
a p p roval of the GE Se n o g raphe 2000
D Full Field Digital Ma m m o g ra p h y
(FFDM) system. Be f o re facilities use
this system, howe ve r, they must be
MQSA scre e n - film cert i fied; if cert i-
fied, they should then submit an
application to FDA to add the FFDM
system to their MQSA cert i fic a t i o n .
The application will re q u i re facilities
to demonstrate that they meet person-
nel and quality control re q u i re m e n t s .
If needed, FDA may ask a facility for
additional information before gra n t-
ing approval to use this technology for
clinical examinations. Please turn to
“Adding the FFDM System to Yo u r
MQSA Ce rt i fic a t e” (page 4) for fur-
ther details.

Consumer Concern s

Fi n a l l y, we are interested in sharing
stories on occasion that highlight how
facilities handle their consumers’ con-
c e rns. If you have a story to share 
that may be of help and interest to
other facilities—also likely to be deal-
ing with a similar situation—please 
e-mail Evelyn Wandell at epw @ c d rh .
f d a . g ov.

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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Facility Ho t l i n e
Call the facility telephone 

hotline (1-800-838-7715) or
fax (410-290-6351) for more

information about FDA 
certification or inspections.

and State inspector training. “My fel-
l ow x-ray auditors and four select
State personnel became the fir s t
guinea pigs for MQSA training
courses,” Ga rvin joked. Among the
first group of MQSA Auditors FDA
selected in 1994, he works closely
with 12 State inspectors in four
states in this ro l e .

Be yond his professional experi-
ence, Ga rvin has a B.S. in Zo o l o g y,
including more than 100 semester
hours in the biological and physical
sciences. To maintain his inspection

p ro fic i e n c y, he conducts indepen-
dent and joint audit inspections and
attends professional meetings, such
as those sponsored by the Radiologi-
cal Society of No rth America and the
C o n f e rence of Radiation Contro l
Program Di re c t o r s .

Drawing on his pro f e s s i o n a l
experience and education, Ga rv i n
w o rks to ensure that the inspection
experience is positive for the facilities
he inspects. He cited the MQSA

Inspection Program as a role model
that fosters a positive attitude by dis-
tributing educational materials to the
facilities—unparalleled in Ga rv i n’s
experience within FDA. MQSA also
has created a cooperative enviro n m e n t
t h rough its policy of pre - a n n o u n c i n g
inspections, allowing facilities to
adjust patient schedules and re v i ew
their inspection documentation,
which reduces onsite inspection time.

Mary James

Building on a Re g i s t e red 
Ma m m o g rapher Ba c k g ro u n d

C e rt i fied as an MQSA inspector in
July 1999, Ma ry James has worked in
mammography since 1993, when she
obtained her Associates De g ree in
Allied Health. James is a re g i s t e re d
technologist and holds advanced cer-
t i fications in mammography and
quality management. Be f o re becom-
ing an inspector, she worked in a hos-
pital for two years and then in a pri-
vate practice outpatient radiology
o f fice, where she served as the quality
c o n t rol (QC) technologist for five
years. In addition to perf o r m i n g
mammograms in that practice, Ja m e s
p e rformed sterotactic breast biopsies,
DEXA bone density scans, ultra-
sound pro c e d u res, flu o ro s c o p y
exams, and plain fil m s .

“I worked with a wonderf u l
g roup of radiologists, who taught me
about mammography and always
expected me to perform at my per-
sonal best,” James said. In addition to
these radiologists, she credits the tech-
nologists, medical physicists, inspec-
tors, service technicians, film re p re-
s e n t a t i ves, and especially her patients

Tom Garvin

Spotlight on In s p e c t o r s
Continued from page 1

Continued on page 6



4 Mammography Matters, Spring 2000

N
ow that FDA has approved the
General Electric (GE)
Senographe 2000 D Full Fi e l d

Digital Mammography (FFDM) sys-
tem, what steps should you take
b e f o re using this new technology for
clinical examinations?  To put these
steps in context, keep in mind that
use of the FFDM system falls under
MQSA.  Until FDA notifies you oth-
e rwise, the GE Senographe 2000 D
system is exempt from MQSA accre d-
itation re q u i rements.  Howe ve r, only
MQSA scre e n - film cert i fied facilities
may lawfully use this system.

If your facility is already scre e n -
film cert i fied, contact Ruth Fi s c h e r,
F D A’s Chief of the Ma m m o g r a p h y
St a n d a rds Branch (telephone
301/594-3332; fax 301/594-3306).
If your facility is not scre e n - film cer-
t i fied, apply to an FDA-approve d
a c c reditation body for scre e n - fil m
a c c reditation.  FDA will issue yo u r
facility a cert i ficate once the accre d i-

tation body tells the Agency it has
a c c redited your facility.

Once you contact FDA for
information on how to add the
FFDM system to your curre n t
MQSA cert i fication, you will be sent
(a) a letter detailing the steps yo u
need to take and (b) a document out-
lining the cert i fication re q u i re m e n t s
for personnel and quality control yo u
must meet.  For a pre v i ew of this
information, go to the Digital Ma m-
mography section on the Fa c i l i t i e s
page of FDA’s Mammography Pro-
gram we b s i t e .

Your facility should then submit
an application providing the infor-
mation FDA has requested.  Of note,
you should also:

• Provide a list of all individuals
who meet the personnel re q u i re-
ments under 900.12(a)(i) and 
c u r rently perform mammography
s e rvices on an FFDM system.
Include whether their starting date

in this modality was BEFORE or
AFTER April 28, 1999.

• Provide a satisfactory FFDM
equipment evaluation perf o r m e d
by a qualified medical physicist no
m o re than six months before yo u r
application date.

• Fo l l ow the manufacture r’s guide-
lines for quality assurance and
quality control tests, as described
in the manufacture r’s manual.
Submit the results of tests per-
formed during the first six months
after beginning clinical examina-
tions with the new FFDM unit.
Results should be submitted
within one month of this six-
month testing period. 

In re v i ewing your application,
FDA may ask you for additional
information before sending you a
Letter of Acceptance or a Letter of
Denial.  Once you re c e i ve a Letter of
Acceptance, your FFDM system will
be added to your cert i ficate and yo u
may begin to use it for clinical exami-
nations.  If you re c e i ve a Letter of
Denial, FDA will work with you to
re s o l ve the problems pre venting yo u r
a c c e p t a n c e .

After your facility is approved to
use the FFDM system, you must
maintain accreditation status for at
least one scre e n - film system.  In addi-
tion, your FFDM system is subject to
an annual onsite MQSA inspection
when your scre e n - film systems are
i n s p e c t e d .

Adding the FFDM System to Your 
MQSA Certificate

Inspection Fee Payment Reminder
The Mammography Quality St a n d a rds Act (MQSA) re q u i res FDA to
charge all facilities a fee for each annual inspection.  Facilities are re q u i re d
by law to pay that fee, unless they are granted an exemption as a “g ove r n-
ment entity” (see Government Entity Declaration form included with
inspection bill).  Facilities that repeatedly refuse to pay the inspection fee
will be subject to FDA cert i ficate suspension proceedings.  A facility with
a suspended cert i ficate may not legally perform mammography.

M M

http://www.fda.gov/cdrh/mammography/digital.html
http://www.fda.gov/cdrh/mammography/digital.html


S
oon after joining FDA’s Ma m-
mography Program in Oc t o b e r
1999, Deputy Di rector He l e n

Ba r r, M.D., completed a compre h e n-
s i ve re v i ew of consumer issues that
had been directed to FDA betwe e n
September 1998 and July 1999.
After hearing consumers’ perspective s
first-hand in her 12 years as a prac-
ticing radiologist, Dr. Barr was inter-
ested in understanding the issues
consumers we re raising at the agency
l e ve l .

Of the more than 400 messages
re c e i ved by FDA through the Fa c i l i t y
Hotline in the 10-month period
examined, 41 percent we re fro m
consumers, Barr re p o rted.  Twe n t y -
two percent of consumer calls we re
requests for basic information,
i n c l u d i n g :

• The names and locations of cert i-
fied facilities within a geographic
re g i o n ,

• Information on contacting the
National Cancer Institute for facil-
ity referrals and answers to bre a s t
cancer inquiries, and

• The website address for the Ma m-
mography Pro g r a m .

An additional 15 percent of con-
sumer calls we re questions or com-
plaints about the release of original
mammograms, particularly the fees
that consumers we re being charged
for this service.  The remaining 63
p e rcent, Barr noted, cove red wide-
ranging topics, such as:

• Breast tissue biopsies,

• Alleged misinterpretation of mam-
m o g r a m s ,

• Digital mammography,

• Ul t r a s o u n d ,

• Lay summaries,

• Pain with compression during
m a m m o g r a p h y,

• Unclean facilities,

• Issues unrelated to mammography
(such as chest x-rays), and

• Radiation safety.

Although these issues we re
b rought to FDA’s attention thro u g h
calls placed to its Facility Ho t l i n e
n u m b e r, similar consumer messages
also we re re c e i ved through e-mails to
dmqrp@scicomm.com, direct calls to
D M Q R P, or calls forw a rded fro m
other FDA consumer lines.

Barr explained that all consumer
messages, re g a rdless of how they 
a re re c e i ved, are forw a rded to out-
reach specialists, who address con-
s u m e r s’ questions and concerns.
Although FDA will respond to all
consumer inquiries it re c e i ves, it
encourages consumers to use the
Facility Hotline number (1-800-838-
7715) to re c e i ve a prompt re s p o n s e .
Facilities should continue, howe ve r,
to try to re s o l ve consumer issues
t h e m s e l ves or refer consumers to
their accrediting body.
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FDA Addresses Consumer Issues

Mammography Today Up d a t e !
Thanks for your enthusiastic response to our bro c h u re, Ma m m o g ra-

phy To d a y ( p a rtial text of the bro c h u re appeared in the Winter 2000 issue).
The mammography facilities we heard from found it easy to read and full
of useful information. Most important, they believe the bro c h u re contains
information that women would like to have .

Although printed copies of the bro c h u re are not yet available, we
encourage you to download the PDF version from the FDA Ma m m o g r a-
phy Program website (www. f d a . g ov/cdrh/mammography), arrange to
print two-color copies, and distribute it to your mammography patients.
Questions or feedback? Contact Patti Hoage at pah@cdrh.fda.gov or call
3 0 1 / 5 9 4 - 3 3 3 2 .

M M

http://www.fda.gov/cdrh/mammography/pubs/mambrochure.pdf
http://www.fda.gov/cdrh/mammography/
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An Educational Ex p e ri e n c e

Ga rvin and James agree that setting a
p o s i t i ve tone includes making the
inspection educational—one of FDA’s
goals. In fact, Ga rvin noted, inspec-
tors “go out of their way to educate
facilities on compliance issues.” This
information exchange occurs when
inspectors act as re s o u rces via the
phone or during the inspection or by
some States distributing policy docu-
ments and technical data to sites
within their jurisdiction. In sum,
Ga rvin said, “The philosophy of the
FDA field staff and State inspectors
has been to guide facilities so they can
voluntarily achieve compliance.”

James believes that the goal of
making an inspection educational has
been largely achieved. Having been
on both sides of an inspection allow s
her to project an attitude that the
inspection provides an educational
b e n e fit to a facility’s QC program. “I
d o n’t want technologists to feel I am
looking for something to be wrong so
that I can cite them. I want to be sure
their program is working at its best to
p rovide the highest quality images to
their patients,” she explained. Ja m e s
i m p a rts educational information by
helping facilities understand the re a-
sons behind the QC program and
regulations. “If I we re to just cite
them for a violation, I would be
doing an injustice to the re a s o n
behind an inspection. I tell the facili-
ties about websites that help clarify
the final regulations, updates, and
Ma m m o g raphy Ma t t e r s ,” she noted.

But how do Ga rvin and Ja m e s
a void “c rossing the line” — e d u c a t i n g
facilities without acting as a consul-
tant? Ga rvin explained that he offers
independent suggestions without

steering facilities tow a rd a specific
c o m m e rcial product or service. Fo r
James, maintaining the distinction
b e t ween the two roles means not
telling a facility how its QC pro g r a m
should be run, particularly because
“what works best for one facility does
not always work for another. I simply
help the facilities understand the re g-
ulations and the reasons behind
t h e m . ”

Inspection Fi n d i n g s

To ensure accuracy in measure m e n t s
among facility inspections, FDA cali-
brates mammography test equipment
a n n u a l l y. We asked our two inspec-
tors if facilities we re interested in this
information. Probably not, said
Ga rvin, although “I think they pre-
sume we are using calibrated equip-
ment. As regulators, it is critical that
our equipment be traceable to a
national standard.” James, in con-
trast, thinks facilities are interested in
this information, “especially when
t h e re is a violation that invo l ves test-
ing with our equipment.” Howe ve r,
she usually discusses equipment cali-
bration with facilities “only if they
question my results or ask about my
e q u i p m e n t . ”

Oc c a s i o n a l l y, a facility disagre e s
with the inspection findings. Ga rv i n
and James we re asked to comment on
what recourse a facility has in this sit-
uation. Ga rvin first noted that of the
m o re than 2,000 inspections in his
district since the first MQSA inspec-
tions in Ja n u a ry 1995, only about six
h a ve had disputed items. Howe ve r,
he explained, when a site does dis-
a g ree with findings, it should voice its
concerns during the exit interv i ew. If

for building her knowledge base.
That base never stops expanding,

as James works to maintain her cert i fi-
cation as an MQSA inspector. Si m i l a r
to her past efforts to keep current as a
re g i s t e red mammographer, she
re p o rted, “I attend mammography
seminars and take advantage of my
a f filiation with the American So c i e t y
of Radiologic Technologists by using
the directed readings in mammogra-
p h y. ”

Like Ga rvin, James goes the extra
mile to make the inspection process a
p o s i t i ve experience. Commenting on
the anxiety some facility staff feel
when she calls to schedule an inspec-

Spotlight on In s p e c t o r s
Continued from page 3

Mary James

tion, James tries to ease their fears by
letting them know what to expect
during the inspection and informing
them that they will re c e i ve a faxe d
c o n firmation that details the inspec-
tion process. “If facilities know yo u
s h a re their goal of ensuring the qual-
ity of their mammography pro g r a m
to provide the best patient care, the
inspection will be a positive experi-
ence,” she explained.

Continued on page 7



the inspector erred, he or she can
revise the Po s t - Inspection Re p o rt at
that time. “The inspector’s superv i s o r
should be informed of any signific a n t
concerns. Should concerns persist,
the FDA auditor or FDA Fa c i l i t y
Hotline are suitable conduits for
voicing these issues,” Ga rvin con-
c l u d e d .

James concurred that a facility
should discuss its disagreement with
the findings with the inspector. And,
she continued, “the facility can con-
tact my superv i s o r, who can re v i ew
my re c o rds and inspection re p o rt . ”
Like Ga rvin, James advised, “If the
issue cannot be re s o l ved at that leve l ,
the facility can contact the FDA to
question the fin d i n g s . ”

Impact of Final Re g u l a t i o n s

With the passage of the final MQSA
regulations in April 1999, what
effect, if any, have Ga rvin and Ja m e s
seen in inspection findings? Ga rv i n
commented that he has seen an
i n c rease in the Level-1 and Leve l - 2
noncompliance findings. “The most
common Level-1 finding has been
f rom failure to perform a we e k l y
phantom test.” For Level-2 citations,
the most common have invo l ved the
Complaint File and Infection Con-
t rol Policies. “Many sites didn’t re a l-
i ze they had a re g u l a t o ry obligation
to re p o rt serious unre s o l ved com-
plaints to their accreditation body, ”
he explained. 

James also has seen an increase in
infection control and phantom image
findings, noting as well incre a s e d
findings in the assessment category
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Continued on page 8

M
Q S A - c e rt i fied inspectors play a significant role in the success of the
mammography program. Since FDA launched its MQSA In s p e c t i o n
Program in 1995, highlights include:

• Conducting approximately 47,000 inspections.

• In c reasing facility compliance with the national standard s .

• In c reasing the percentage of facilities passing the phantom image test dur-
ing their facility inspection to 98 percent, from 89 percent in 1992.

• Achieving a high level of satisfaction among facilities with inspectors’
technical and professional perf o r m a n c e .

We are pleased that many of the originally cert i fied MQSA inspectors,
who started with the program five years ago, are still inspecting facilities. To
s h ow its appreciation for their service, FDA is presenting these inspectors
with a Cert i ficate of Ap p reciation in the month following his or her fif t h
a n n i ve r s a ry.

As of April 2000, the following inspectors have completed five years of
s e rvice and re c e i ved their cert i fic a t e s .

Recognizing Inspectors’ Service

Robert G. Antonsen
Terry Bolen
Daniel Borek
Kelly Cameron
Elaine Carter
Reggie Cope
Jeanne Crosby
Robert E. Davis
Robert N. Davis
Eustace Douglas 
George Eicholtz
Jennifer Elee
John Ferris
Jack Ferruolo
Warren Freier
Roger Gailey
David Gaisior
Thomas Garvin
Richard Glass
Ed Gloor
Bruce Gossett 
Vidya Goyal
Scotty Hargrave
Tom Harhay
June Hawkinson
Sid Heidersdorf
Shanna Hellmuth
Caroline Hibbs
Barbara Ignatz
Debra Jackson
Ed Janik

George Jones
Gayle Keane
Julie Keightley
Leroy Klotz
Judy Koch
Paul E. Koehn
Murray Kurzman
John Langston
Michael Leal
Dwight Leeseberg
Larry Legro
Jackie Lockwood
Bonnie Long 
Scott Mantyla
Neann Manubay
Jodie Mathews
Bruce Matkovich 
John Mays
Michael Mays
Steven Mays
Deborah McGee
Stacey Melick
Joel Mims
Angela Moak
Leanne Myers
Lynn Nakasone
Joseph Noble
Susan North
Gerald O’Connor
Judith Odonovich
Stan Orchel, Jr.

Joji Ortego
Don Parry
Dorothy Pender
Al Perlas
Leonard Pesetsky
Linda Plusquellic
Joseph Pryber
Robert Rapcinski
Madhavi Reddy 
Paula Richardson
Myron Riley
James Rochon
Jenny Rollins
Larry Rourk
Richard Sanborn
Eleanor Schoenblum
Mark Sciranka
Robert Scott
Paul Simpson
Karen Smallwood
Glenn Smith
Mary Ann Spohrer
Charles Spyr
Edward Stagen
Dennis Swartz
Abraham Thomas
Pamela Tubbs
Bill Van Pelt
Nelson Warren
Robert Watkins

M M

Spotlight on In s p e c t o r s
Continued from page 6



and consumer complaint are a s .
“ Most of these increases have re s u l t e d
f rom misinterpretation of the word-
ing of the final regulations,” she
explained. “Some facilities are
u n a w a re of the MQSA Gu i d a n c e

documents, which can clarify misin-
t e r p retation. I give these facilities the
website address for the Policy Gu i d-
ance Help System [PGHS] or, if they
do not have Internet access, copies of
these documents or the Fa c t s - o n -
Demand number,” James concluded.

Effect of New So f t w a re and
L a p t o p s

Ga rvin and James also discussed the

impact of FDA’s new inspection soft-
w a re, implemented in July 1999.
Ga rvin doesn’t believe the new soft-
w a re has impacted the facilities “t o
any great degree,” although Ja m e s
noted the “overall positive impact on
the inspection process.” Ga rv i n
explained that as the compliance con-
tact for the Inspection Program with

the Minneapolis District, he fin d s
that changes to the Compliance-
Tracking software have been far more
s i g n i ficant. “Once an inspection is
uploaded from the inspector’s laptop,
I have access not only to the Po s t -
Inspection Re p o rt, but to all of the
i n s p e c t o r’s comments and other data
e n t ry items. This advance has
resulted in improved customer ser-
vice in responding to facilities that

submit corre c t i ve action plans.” 
James noted that because the

n ew software provides previous dates
and information, inspectors spend
less time looking for information that
w o u l d n’t have changed from year to
ye a r. She added that although the
s o f t w a re lacks flexibility in some
finding areas, inspectors can use the
inspector re m a rk areas for additional
comments. 

Both inspectors concluded their
re m a rks on the new software by cit-
ing the benefits of another software
tool, the MQSA Final Re g u l a t i o n s
PGHS. Ga rvin praised this system as
a “superb re s o u rce that greatly simpli-
fies finding help on all MQSA topics
by correlating the regulations to FDA
policies.” He encourages sites to
access this search engine online or
d ownload it for offline brow s i n g .
James added that the search engine is
“ve ry useful when trying to locate
information during an inspection.”

To help facilitate re p o rting of
inspection data and access to the
PGHS, FDA began prov i d i n g
inspectors with laptops in 1994.
Ha ve laptops made the inspection
p rocess more efficient? “Ve ry much
so,” said Ga rvin, pointing to FDA’s
Minneapolis Di s t r i c t’s completion of
500+ inspections each year with only
12 inspectors, most of whom are
State employees with duties beyo n d
MQSA. James noted that “the laptop
is a tremendous help in inspection
e f fic i e n c y, allowing me to follow the
s o f t w a re and see areas that are com-
plete and missing information. Wi t h
the missing data re p o rt, I can be sure
all inspection areas are cove re d . ”
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ÒWithout a doubt, by setting a high standard for facility 

certification, MQSA has profoundly impacted the early 

detection of breast cancer and made an overall 

improvement in patient care.Ó

Ma ry James, State In s p e c t o r
Columbia, South Ca ro l i n a

Spotlight on In s p e c t o r s
Continued from page 7

FDA neither endorses nor re q u i res the use of any specific x-ray system
component, measuring device, software package, or other commerc i a l
p roduct as a condition for accreditation or cert i fication under MQSA.

Any re p resentations, either orally or in sales literature, or in any
other form, that purchase of a particular product is re q u i red in order to
be accredited or cert i fied under MQSA should be re p o rted to FDA
immediately so that appropriate action may be taken.

Ac c reditation, Cert i fication, and 
C o m m e rcial Pro d u c t s

http://www.fda.gov/cdrh/mammography/browstest.html
http://www.fda.gov/cdrh/mammography/browstest.html
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The following questions and answers
come from FDA’s Policy Guidance
Help System, part of the Mammog-
raphy Program website (www.fda.
gov/cdrh/mammography) to help
facilities comply with MQSA regu-
lations. People with questions about
MQSA guidance should refer to the
Help System for approved FDA
answers. FDA welcomes any ques-
tions about MQSA or its Mammog-
raphy Program.

What are appropriate
charges for the transfer of

mammography records and can
the facility charge the cost of mak-
ing copies of the films to the

patient?

Appropriate charges 
for transfer of mammogra-

phy records could include: 
1) administrative costs incurred in
logging in the request, 2) retriev-
ing the appropriate films and
reports, 3) having the patient sign
a release (if not already done), 4)
packaging and mailing charges for
the materials, and 5) photocopying
costs incurred in making copies of
the report.

Facilities may, but are not
required to, make copies of the
mammography films.  If these
copies are requested by the patient
or are mandated by State regula-
tions, then the cost of making the
copies can be charged to the
patient.  If the facility wishes to
keep copies for its own benefit, the
cost cannot be charged to the
patient.

If requested by the patient,
facilities must be able to produce
documentation (an itemized bill,
for example) that the charges do
not exceed the costs associated
with this service.

If there is more than one
lesion identified on the mam-

mographic examination, do I
need to have a final assessment
category for each lesion or just one
assessment for the entire mammo-

graphic examination?

One overall assessment
category for the entire mam-

mography examination is
required, and it should be based
on the most suspicious lesion or
finding.  However, individual
assessments for other lesions, along
with recommendations for their
management, may also be
included in the report.

If a facility issues an
“addendum” or “comparison”

report after the initial mammog-
raphy report has already gone out,
are these reports required to have
an overall final assessment cate-
gory?  Must the “addendum” or
“comparison” report also be pro-
vided to the referring health care
provider and the patient, even if
there is no change in the final
assessment category or
recommended course of action?

Yes to both questions.
The report issued after addi-

tional testing that is covered
under MQSA (e.g., coned, repeat,
magnification views) or following
comparison with old films should
reflect the final assessment cate-
gory for the case following these
additional tests or comparison
studies.  A report of this nature
must be communicated to the
referring health care provider or
the self-referred patient, just as any
other report would be.  In addi-
tion, a lay summary of the “adden-
dum” or “comparison” report sent
to the health care provider (or self-
referred patient) must be provided
to all patients, even if there is no
change in the final assessment
category or recommended course
of action.  For the specific case
where there is no significant
change in the report, a simple
statement that the comparison has
been performed and that there is
no overall change would satisfy the
requirement.  If the “addendum”
merely stated that the referring
health care provider had been
notified of the results of the
patient’s examination, the adden-
dum lay summary could be a sim-
ple statement informing the
patient of that fact.

Q & A
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