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MQSA, FDA Regulations, and Inspections

Q. How many MQSA-certified mammography facilities and units are there in the United
States?

A. Current data on the number of MQSA-certified facilities and units may be obtained from the FDA
Web site.

Q. How many MQSA-certified full-field digital mammography facilities and units are there in
the United States?

A. Current data on the number of MQSA-certified facilities and units may be obtained from the FDA
Web site.

Q. Are there any data showing trends in the number of mammography units and facilities in
the United States?

A. Yes. Click here for a chart showing the number of MQSA-certified mammography facilities in the
United States since 2000. (This chart is updated annually.)

Q. Where can | go for assistance or clarification of the FDA mammography regulations?

A. The best source of clarification or assistance regarding the FDA Quality Mammography

Standards; Final Rule is the FDA. For policy questions, you should checkthe FDA’ s Pol i cy Gui da
Help System. The FDA’' s Pol icy Gui daeftlke dHted pFBA'ss enur rent t hi
regulations implementing the Mammography Quality Standards Act (MQSA). The system is organized

as a series of books or main topics, and the entire document is searchable and user-friendly.

Facility staff can also call the FDA Facility Hotline at (800) 838-7715 or fax your question(s) to them at
(410) 290-6351 or email at MQSAhotline@hcmslic.com

Q. A facility where 1 interpret mammograms did not have all of my qualification
documentation (e.g., initial qualifications, continuing education, or continuing experience) on
location during their MQSA inspection. Will this facility be issued a notification of non-
compliance for their personnel not meeting MQSA qualifications, and must | stop interpreting
mammograms?

A. The answer depends on the circumstance of the MQSA inspection. If you met all initial and

continuing MQSA requirements for interpreting physicians (including having taught or completed 15

Category 1 CME in mammography in the previous 36 months and having interpreted or multi-read at

least 960 mammographic examinations during the previous 24 months) but the documentation was

not present at the time of the facility’s MQSA insp
issue.
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The FDA recommends that MQSA inspectors give facilities 5 days to provide this documentation;
however, inspectors are allowed to use their own discretion in providing this option. Several states
have instructed their inspectors to cite facilities if the records are not available at the time of the
inspection.) Even if the inspector does give the facility time to get the records, FDA still requires the
inspector to give the facility a minor citation (Level 3) for failing to have the records on hand at the
time of the inspection. MQSA inspectors must notify facilities at least 5 days in advance of the annual
MQSA inspection. It is prudent to use this advance notice to make sure all documents are available in
order to avoid the added costs and time spent trying to resolve this citation once it has been issued.

If you do not meet the MQSA requirement for continuing education or continuing experience, this is

not a paperwork issue and, you will need to reestablish your qualifications before resuming

independent interpretation at this facility. (Note that if your qualifications and documentation were in

order at other facilities that were inspected earlier the same year, you may continue to interpret at

those facilities.)The FEDA website h a s guidance on “Reestablishing t he
Continuing Education Requirements?” and/ or “Reestabli
Experience Requirement.”

The FDA has written the following useful guide to let facilities know how to get ready for an MQSA
inspection: The Mammography Quality Standards Act Final Regulations: Preparing for MQSA
Inspections; Final Guidance for Industry and FDA.

Q. Is aradiologist required to be onsite when performing a diagnostic mammogram?

A. No. There is no regulation that requires a radiologist to be present during diagnostic
mammography. However, the ACR Practice Guideline for the Performance of Screening and
Diagnostic Mammography recommends that diagnostic mammograms be performed under direct
supervision. Direct supervision is defined as the physician being present and immediately available to
furnish assistance and direction throughout the performance of the procedure. Direct supervision may
also be accomplished via telemammography as long as the interpreting physician is immediately
available. The ACR guidelines are not requirements but are designed as an educational tool to assist
practitioners in providing appropriate radiologic care for patients. They are not inflexible rules or
requirements of practice and are not intended, nor should they be used, to establish a legal standard
of care.

Q. I just had my MQSA inspection. My inspector informed me that | needed to update our
Consumer Complaint Policy to provide a timeframe for reporting complaints to the ACR. Does
the ACR have atime limit in which we have to report complaints to the ACR?

A. No. The ACR does not specify a timeframe for facil
complaints because we realize that every complaint is different. The amount of time facility staff will

need to spend resolving a complaint varies considerably; however, facilities should report unresolved

serious consumer complaints to the ACR as soon as possible. See the Mammography Accreditation

Program Requirementsf or ACR’s consumer complaint policy.

ACR Mammography Accreditation

General
Q. How many mammography facilities and units are accredited by the ACR?

A. As of January 1, 2012, 11,300 units at 8,125 mammography facilities were accredited by the
ACR.
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Q. I have questions about my facility’s accreditation. Where can | go for help?

A. For an immediate response, please call us at the Mammography Accreditation Program
Information Line at (800) 227-6440. Our phone lines are staffed by experienced mammography
technologists with advanced certification in mammography. You may also e-mail us at mamm-

accred@acr.org

Q. What is the current pass rate for units applying for ACR accreditation in mammography?

A. In 2011, the first-attempt pass rate for new or renewing units was 91%. This shows that
mammography has improved significantly since MQSA went into effect in 1994 (when the pass rate

was only 70%). For more information, seeTlfe ACR’'s Mammography Accreditat
Years of Experience Since MQSA” by Desdlouet, et

Q. I consult with a mammography facility that just failed accreditation. | would like to obtain
details on why they failed accreditation so that | may assist them in their next application. May
| obtain that information directly from the ACR?

A. No. The ACR cannot discuss facility-specific information with individuals outside the facility. In our
accreditation information to the facility we state tfF
and confidential under the Code of Virginia8.01-58 1. 17” regul ations. The ACR i s
respect this and must not discuss facility accreditation issues with outside individuals. However, in

unique cases, a facility may wish an outside entity (such as an attorney or consultant) to

communicate with the ACR on behalf of the facility. In these cases, the ACR willaskthef aci | i ty’ s | e
interpreting physician to send a letter formally requesting this. However, it is critical in all cases that
the facility's staff receives direct communication fr

have the ultimate responsibility for meeting ACR requirements.
Q. The application asks for our facility’s EIN number. What is it, and where do | find it?

A. An Empl oyer Il denti fication Number ( EI N, adiggto known
number that the IRS assigns in the following format: 12-3456789. The IRS uses the number to

identify taxpayers who are required to file various business tax returns. You must also use your EIN

when filing a CMS (Medicare) claim. EINs are used by employers, sole proprietors, corporations,

partnerships, nonprofit organizations, trusts, estates of decedents, government agencies, certain
individuals,and ot her business entities. You should ask yo
number.

New Mammography Facilities

Q. When should I notify the ACR that we are opening a new facility?

A. You must notify us at least 2 weeks before you expect to start examining patients so that we may
send you the appropriate application materials. Call us at (800) 227-6440 for a quick response. You
may also download the application package for the new mammography facility.

Q. When can my new facility start performing mammography?

A. A new mammography facility may perform mammography on patients only after receiving a
valid provisional MQSA certificate. The FDA (or state certifying body) will send you a 6-month
provisional MQSA certificate within 2 business days of receiving the ACR natification. Expect to wait 4
business days from the time you submit all required documentation to the ACR and when you
receive the provisional MQSA certificate.
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When scheduling your medical physi ci s,tbesurefocliowp me nt E
enough time for any possible corrective action and the accreditation application process described

above. The ACR typically recommends scheduling an Equipment Evaluation at least 1 week prior to

performing mammography on patients. You cannot use the unit to examine patients even during
“applications” training until you meet the above conc
Finally, you should contact your state radiation control agency to determine if they have their own

special requirements for operating new equipment that you must meet.

Q. How can | obtain a provisional MQSA certificate?

A. Send to the ACR:

1 A completed Mammography Entry Application

1 A Survey Agreement signed and dated by your Lead Interpreting Physician and
president/CEO
An MQSA Information Release Authorization signed by your Lead Interpreting Physician
The results of your Equipment Evaluation (showing all required tests have passed) signed
and dated by your medical physicist
1 The appropriate application fee

1
f

The ACR will review your application and Equipment Evaluation and, if complete, transmit the
information on your new facility to the FDA within 2 business days. The FDA (or state certifying body)
will send your facility a 6-month provisional MQSA certificate within 2 business days of receiving the
ACR notification. Expect to wait a total of 4 business days from the time you submit all required
documentation to the ACR until you receive the provisional MQSA certificate. You may not legally
perform mammography without this certificate.

Q. We are opening a new site and will be accrediting with the ACR. How and when will |
receive a Mammography Quality Control Manual?

A. The ACR will send a new facility applying for accreditation 1 copy of the 1999 ACR
Mammography Quality Control Manual with the testing materials after a complete Entry Application
and fee are received and processed. If you would like to start setting up your QC program before you
receive the manual, all of the QC forms in the manual are available from the ACR Web site.

Q. We are opening a new site and will be accrediting with our state accrediting body. Will
ACR send me a Mammography Quality Control Manual?

A. No. You may purchase the manual from the ACR. Visit the ACR Web Store for more information.

Q. My facility is getting a new mobile mammography unit. Does the unit have to have its own
MAP ID number?

A. Possibly. The new mobile unit can be added to an already accredited and certified mobile or fixed

facility as long as the owner and the Lead Interpreting Physician are the same for both. However, if

the owner and/or Lead Interpreting Physician are different, the new mobile unit must apply as a

separate facility and obtain unigue MAP ID and FDA ID numbers. See “ Speci 8l iSi ttuladg i o
Mammography Accreditation Program Requirements for more information.

Q. We are afacility that is located at 2 different sites. One of our sites does screening, the
other diagnostic imaging. We presently have 2 ID numbers. Can we consolidate our separate
sites under a single accreditation?

A. No. They may not be combined under 1 accreditation. Because of their separate physical
locations and addresses, these 2 facilities must have their own MAP ID numbers. Mammography
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equipment physically located at different addresses must be accredited and certified as though they
belong to separate facilities even though ownership and/or staffing may be the same.

Moved Facilities and Units

Q. We will stop performing mammography at our current location and move to a new building
at a different address. We will remain under the same ownership, keep the same personnel,
and the same equipment. Can we keep our accreditation status when we move?

A. Yes. However, in order to maintain accreditation you must notify the ACR prior to moving your
facility to a new address. The ACR will send a Relocation Application to your Lead Interpreting
Physician. You are required to submit the completed application and the Equipment Evaluation report
conducted by the medical physicist on the relocated mammography unit(s) after the move. These
completed materials will let the ACR know if your units still meet all MQSA requirements after the
move, and allow both the ACR and the FDA to ensure that essential, time-dependent accreditation
and certification notices reach your new location.

Q. We will be moving 1 of our accredited mammography units from an existing site to a new
facility we are opening at a different address. (The old site will remain open.) Since the new
mammography facility is under the same ownership and uses the same radiologists and
technologists, do we need our own MQSA certificate prior to examining patients?

A. Yes. Your new facility must be certified itatierpdaesat el y f
not transfer to a new facility. Furthermore, an MQSA certificate cannot be used to cover 2 separate

physical locations—even temporarily. In order to operate legally, your medical physicist must first

perform an Equipment Evaluation that indicates compliance with all MQSA requirements. Second,

you must apply for mammography accreditation of this new facility. Upon acceptance of your

complete application, the ACR will notify your certifying body (either the FDA or the state) that you

have begun the process of accreditation. You may not perform mammography until you receive a

6-month provisional MQSA certificate or an interim notice from your certifying body.

Q. We will be moving our mammography unit to another existing, certified site affiliated with
our facility. Do we have to inform the ACR?

A Yes. Since this moved unit ,segautelyacdredited'andecertifiedt o an e
facility it is considered a “new” Sothattwe raay grovioeu s t und e
you with appropriate instructions to accredit this unit, please call the ACR at (800) 227-6440 and

inform our staff that your facility will be moving your mammography unit to another site and when the

move will take place. You may use the unit after your medical physicist has performed an Equipment

Evaluation that indicates compliance with all MQSA requirements and you have sent the ACR the

appropriate application materials.

Q. Our facility is remodeling, and we are moving our accredited mammography unit to
another room in the same building. What are the ACR requirements regarding post-move
accreditation or QC?

A. Since your unit is not moving to another address or facility, you do not need to notify the ACR or
submit accreditation testing. If your unit is disassembled and reassembled as part of this move, the
FDA requires your medical physicist to conduct an Equipment Evaluation to ensure that the unit
works properly. If the move consists of rolling the unit into a different room (with no disassembly and
reassembly), an Equipment Evaluation may not be necessary. You should consult with your medical
physicist. In either case, the FDA requires you to perform a phantom image quality test before use on
patients per Nobile Units EguipmenaQualiey Conttol” .
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New Units at an Accredited Facility

Q. What does the ACR consider to be a “new” unit?
A. For accreditaton pur poses, a “new” unit is any mammography
includes previously owned units, previously accredited units moved from one site to another, and new

units replacing previously accredited units.

Q. When can my facility start using a new unit to examine patients?

A. A facility with a current MQSA certificate may begin examining patients with a new unit only
after:
1 The medical physicist has provided the facility with the written results of his or her Equipment
Evaluation showing that all required tests have passed, and
1 The facility has sent the complete new unit application (with the Equipment Evaluation
results) to the ACR. (The new unit application is not available online. Please call the
Mammography Accreditation Program at (800) 227-6440, 2 weeks prior to installation to
request the appropriate application.)

Once approved, the ACR will notify the FDA (or the state certifying body) within 2 business days that
an accreditation application has been accepted for the new unit. These facilities are not required to
wait for a response from the ACR to begin clinical use of the new unit since they are operating with
a current MQSA certificate. However, the Center for Medicare and Medicaid Services (CMS) will not
reimburse for examinations performed on an FFDM unit until the FDA has received notification
that your new unit has applied for accreditation. In order to ensure appropriate reimbursement, we
recommend that MQSA-certified facilities do the following before using their new FFDM unit to
examine patients:

1 Fax the application materials with the Equipment Evaluation results to the ACR at
(703) 648-9176,

1 After 3 business days, call the ACR at (800) 227-6440 to confirm that the new unit
information was sent to the FDA, and

1 Do not submit your mammography claims for 14 days (as recommended by CMS) to ensure
that your local payer has the most current MQSA file.

When scheduling the me di c al physicist’s Equi pment Evaluation f
enough time for any possible corrective action and the accreditation application process described
above. The ACR typically recommends scheduling an Equipment Evaluation at least 1 week prior to
performing mammography on patients. You cannot use the unit to examine patients even during
“applications” training until you meet the above conc

Finally, you should contact your state radiation control agency to determine if they have their own
special requirements for operating new equipment that you must meet.

Q. What accreditation testing is required when a facility purchases a new (or previously
owned) unit?

A. First, you must call the Mammography Accreditation Program at (800) 227-6440 2 weeks prior

to installationt o det er mi ne the most appr opr idtdadon dhendgwon f or
unit application is not available online. ACR staff will provide you the appropriate application

materials.

If your facility has over 13 months left on its current accreditation when the new unit is installed, ACR
staff will advise you of 2 options:
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1. New Unit Addendum — This option primarily applies to a facility with other fully accredited
units. The facility pays a reduced fee and only the new unit goes through accreditation
testing. Once accreditation is approved for the new unit, its expiration date will be the
same as the expiration dates for the other units at the facility (less than 3 years).

2. New Unit Reinstatement — This option primarily applies to a facility with only 1 unit. The
facility voluntarily surrenders its current MQSA certificate and submits a reinstatement
application at the full fee. The facility will immediately obtain a 6-month provisional MQSA
certificate that provides them with adequate time to complete the accreditation process.
Once approved, the facility will receive a full 3-year accreditation from the date of
approval. (If the facility has multiple accredited units, these units must be withdrawn and
apply for accreditation at the same time as the new unit.)

If the facility has less than 13 months left on its accreditation when the new unit is installed, the ACR
will instruct the facility to begin early renewal on all units at the usual renewal fee. Facilities should
contact the ACR for the appropriate instructions and applications prior to installation of any new units.
Once accreditation is approved, all units at the facility will have an expiration date that is 3 years from
the old expiration date.

Equipment Evaluations

Q. What is a Mammography Equipment Evaluation?

A. Under the FDA’' s Fi naphy tRanedisal pghysicistNdaeguiredga perform a
Mammography Equipment Evaluation when a new unit or processor is installed, a unit or
processor is disassembled and reassembled in the same or a new location, or major components of a
mammography unit or processor equipment are changed or repaired. This Equipment Evaluation
must determine whether the new or changed equipment meets the applicable MQSA requirements
for mammography equipment [section 900.12(b) of the FDA regulations] in addition to the
applicable quality assurance requirements for equipment listed in section 900.12(e). All problems
must be corrected before the new or changed equipment is put into service for examinations
or film processing and before the facility may apply for accreditation of a new mammography
unit. All new mammaography facilities and all ACR-accredited facilities installing new mammography
uni ts must submit a copy of their medi cal physicist’
accreditation application and fee to the ACR before the units may be used to examine patients.

Q. How should the medical physicist summarize the results of the Equipment Evaluation?

A. In order to expedite the application review process for a new unit, the ACR requires the facility to
submit only the following 2 short forms, completed by the medical physicist:

1. MOSA Reqguirements for Mammography Equipment. The medical physicist should complete
all applicabl e sections of the checklist, indid¢dt i“"MNgpt“ N
Applicable” is marked, da reason should be provide
2. Medical Physici st ' sphy @& rniesb ummary for screen-film or full-field digital
mammography as applicable. Because an Equipment Evaluation is performed before a
mammography unit is used clinically, a medical physicist is not required to complete the
AfEvaluation ofol 8igi sds QTe Ph o f tlheniabm at this time.oYour
medi cal physicist wild.l need to evaluate your faci
the QC Test Summary as part of the new unit’s An
with the full application and/or testing materials.

The ACR provides these forms with each new facility or new unit application. They can also be
downloaded from the ACR Web site at www.acr.org. Clickon  “ ACCRE DI and fhdn Olisk’ on
“Mammography” ; the for ms arNew Mammagtaghy Facility Application“Package”
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section. It is important to note that summaries submitted in different formats will delay the
ACRO6s review even i f they contain all of the requirec

The medical physicist should provide these summaries to the facility as soon as possible for
inclusion with your application to the ACR. (Handwritten or faxed summaries are acceptable.) You do
not need to submit the entire Equipment Evaluation report at this time, only the summaries described
above. Also, be sure that all requirements pass before submitting the application.

Q. Must my medical physicist leave a copy of his or her Equipment Evaluation results before
he or she leaves my facility after the survey?

A. No. Although some medical physicists may be able to provide you with written, preliminary
Equipment Evaluation results before leaving your facility, others may need to take the raw test data
and films back to their office for analysis. In this case, your medical physicist must provide you with
the written pass/fail Equipment Evaluation summary as soon as possible so that you can include it
with your application to the ACR. The medical physicist may fax or e-mail this summary to you.

If this is a new unit at an existing MQSA-certified facility, you may not start using the unit until you
have received written Equipment Evaluation results from the medical physicist showing that all items
have passed and you have sent the Equipment Evaluation results to the ACR with all required
application materials. You may not start using the equipment to examine patients based on a verbal
indication from the medical physicist that all items passed.

Q. Who reviews the Equipment Evaluations and what is evaluated?

A. ACR staff who are experienced mammography technologists with advanced registries in
mammography review the medical physicist’'s pass/fail
to verify that the Equipment Evaluation was performed no earlier than 6 months before the date of

application, that the medical physicist has evaluated each applicable FDA-required item, and that

each item has passed. If the medical physicist fails an item, ACR staff will check that the facility has

provided appropriate documentatonof correcti ve acti on ( e-evgluatonahe medi
service ticket, etc.). If the required item was not evaluated by the medical physicist or if the item failed

and no corrective action was provided, ACR staff will call and/or contact the facility in writing for the

missing information. The application will not be processed until all information is complete.

Q. Am Irequired to notify the ACR if we replace the x-ray tube in our mammography unit?
A. No. However, you must have your medical physicist conduct a Mammography Equipment
Evaluation (and all applicable tests must pass) before you may use the mammography unit to

examine patients.

Q. We recently installed a new processor. Is an Equipment Evaluation by our medical
physicist necessary before we start using the unit for mammography?

A Yes. This is required undEDAs Pdiicy GlhdBrAae Help Bystenafor Rul e s .
specific guidance on appropriate tests.

Q. FDA regulations require an Equipment Evaluation after a new processor is installed and
before it is used to process patient films. Must the facility also submit the results of this
Equipment Evaluation to the ACR whenever a new processor is installed and before it is used
for mammography?

A. No. Although an Equipment Evaluation must be performed and all items must pass before a new
processor is used to develop patient films, a facility does not need to notify the ACR or submit this
information for a new or replacement film processor.
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Renewals

Q. Our facility is accredited by the ACR. When should we expect to receive a renewal
application?

A. The ACR will send a renewal application to your Lead Interpreting Physician/Supervising
Radiologist approximately 8 months prior to your ACR accreditation expiration. If you do not receive
this application, please call our office so we may follow up on this for you.

Q. Do we have 6 months to return the renewal application to the ACR?

A. No. To ensure that there is adequate time to process your application and evaluate images
before your MQSA certificate expires, we must receive your completed Renewal Application and fee
within 60 days. Facilities should allow at least 6 months for the reaccreditation process to be
completed. For this reason, the ACR sends Renewal Applications to each facility 8 months before
their accreditation expires. You may not legally perform mammography if your FDA certificate
expires.

Full Application and/or Accreditation Testing

Application — General

Q. How long do | have to submit the full application and testing materials to the ACR?

A. You have 45 calendar days from the date the testing materials are sent to return the completed
application and testing materials to the ACR. If you are having a problem meeting this deadline, you
should contact the Mammography Accreditation Program Information Line at (800) 227-6440 for
assistance.

Q. Our facility’s accreditation will expire in 6 months. Since receiving our testing package for
renewal, we do not think that we will be able to make the 45-day deadline for submitting the
completed application and testing materials. Can we get an extension?

A. No. If you cannot meet the 45-day time limit, the ACR cannot guarantee completion of the
accreditation process (this includes reviewing all submitted testing and application materials as well
as issuing a final report) before your MQSA certificate expires. Consequently, the ACR does not grant
extensions to the 45-day time limit. We recommend that you keep the ACR informed of the reasons
for the delay and submit your completed materials as soon as possible.

Q. We submitted our testing material 3 weeks ago. When are we going to receive the results?

A. The accreditation review process takes approximately 60 days. You should receive your results
soon after that.

Q. Why can’t the ACR give facility results over the phone or by fax?

A. FDA requires accrediting bodies to report the results of the accreditation process to facilities in

writing. Further, the ACR’ s Mammogr aphy Ac crpeat-retieavtprocess; ther o gr am
information we receive is considered privileged and confidential. This includes information received or

developed during the accreditation process.

Q. Will the ACR report our facility’s results to anyone else?

A. The ACR will provide this information to your certifying body (either the FDA or the state) only as
is required by MQSA.
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Q. Will the ACR accept faxed signatures for the application and/or verification of
mammography personnel qualifications?

A. Yes, the ACR does accept faxed signatures. These will be considered legally binding.

Q. Will the ACR accept electronic or digital signatures for accreditation applications, medical
physicist’s reports, and/or verification of mammography personnel qualifications?

A. Yes, the ACR accepts electronic or digital signatures. These will be considered legally binding.

Personnel

Q. Our Lead Interpreting Physician/Supervising Radiologist just left. Do we need to designate
anew one?

A. Yes. FDA regul ations r equilead Interpretihg Phyaician Whotslyall t o
have the general responsibility of ensuring that the quality assurance program meets all
requirements.”

Q. We are changing our Lead Interpreting Physician/Supervising Radiologist. Do | need to
report this to the ACR?

A. Yes. Your new Lead Interpreting Physician/Supervising Radiologist must complete several forms

so that we know that he or she is aware of his or her responsibilities as a Lead Interpreting
Physician/Supervising Radiologist. You may downl oad the Buweawisgsary f o
Radiologist Change Package” f oup YWeb site. Once completed, please mail or fax them to the

ACR. (The address and fax number are on the form.)

You may contact the ACR Mammography Accreditation Program Information Line at (800) 227-6440
for more assistance.

Q. We have hired several new radiologists, technologists, and a medical physicist. Several
have also left our facility. (However, our Lead Interpreting Physician/Supervising Radiologist
has not changed.) Do we need to report the change in personnel to the ACR?

A. No. The ACR needs only to be notified when your Lead Interpreting Physician/Supervising
Radiologist changes. Other personnel changes (i.e. radiologists, technologists, medical physicists)
should be reported when your facility renews its accreditation. However, you should be aware that the
FDA or state MQSA inspector will verify the qualifications of your new personnel during your next
inspection.

Q. Our current radiology group is leaving at the end of this month. We have a new group
starting next month. What steps do | need to take for this transition?

A. It is important that accredited facilities notify us when they designate a new Lead Interpreting
Physician/Supervising Radiologist. You may download the “Supervising Radiologist Change

Memorandumo forms from the ACR Web site at www.acr.org. Click on “ ACCREDI TATI ON" |,
“Mammography”,; the forms are | ocated in the “Personn

“Supervising Radiologist Change Package” headi ng.

If you prefer, you may call the ACR Mammography Accreditation Program Information Line at
(800) 227-6440. You will be instructed to submit the following documentation:

T Your MAPID #
1 The name of the new Lead Interpreting Physician/Supervising Radiologist
1 The name of the previous Lead Interpreting Physician/Supervising Radiologist, and
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1 The effective date of change.

We will send the new Lead Interpreting Physician/Supervising Radiologist several forms to complete
and sign to establish his or her new responsibility within your facility. This will also ensure that all
accreditation correspondence is sent to the appropriate responsible individual.

Q. | am a medical physicist who, by contract, is able to work at only 1 facility with a single
mammography unit. Is it still possible to meet the FDA requirement for Medical Physicist
Continuing Experience of surveying at least 2 mammography facilities and a total of 6 units
during 24 months?

A. Yes. The FDA allows medical physicists to count surveys of the same facility and the same

mammography unit more than once per year provided that the facility surveys are at least 10 months

apart and the unit surveys are at least 60 days apart. See FDA’' s Pol i cy Gui dfarnce Hel
specific guidance on this topic: FDA's Policy Guidance Help System. For example, you may meet the

FDA requirement for continuing experience by surveying your unit 3 times a year (once every 4

months). You will then have 6 surveys in 2 years and meet the requirements. Keep in mind that each

year at least 1 of the surveys must be a full facility survey (i.e., it must include an evaluation of the

technologi s QC)s

Q. Can afacility remain ACR accredited if any of the technologists performing mammography
are not certified by the ARRT for passing the advanced registry in mammography (e.g.,
ARRT(M))?

A. The ACR foll ows MQSA’' s Fi nreotregiire gredistered tecimslagistkdQS A do e s
holdt he ARRT’s Advanced Registry in Mammography. As | o
becomes and remains qualified he/she may perform mammography independently. Please review

the guidance regarding “ Radi olFEDAsiPolicylGaidahcaldelpogi st Over \

System.

Q. After submitting our application for renewal of our accreditation, we received notification
from the ACR that 1 of our radiologists does not have enough continuing experience. We will
not be able to pass accreditation without correcting this deficiency first. What does that mean,
and how do we do that?

A. In order to be accredited by the ACR, all mammography personnel at your facility must meet FDA
requirements for continuing education and continuing experience (as well as initial requirements). If
personnel do not meet these requirements, they must requalify. See FDA's Policy Guidance Help
System for their detailed instructions on re-establishing qualifications.

Q. May I count time spent presenting courses/lectures and/or reading/writing articles/papers
towards the continuing education requirements?

A. Personnel may possibly receive continuing education credit for presenting courses/lectures
and/or reading/writing articles/papers for journals. These credits must be from organizations who can
assess and document the appropriate amount and type of continuing education awarded for the
individual article/paper or course/lecture and are authorized to award such credit. Personnel should
get a letter or other documentation from the authorized organization stating how many and what type
of continuing education credits are awarded and the date the credit was given.

Faculty may claim credit for teaching in programs designated for AMA PRA Category 1 Credit by

applying directly to the AMA. Two AMA PRA Category 1
interaction, up to 10 credits per year. The application is available at www.ama-assn.org/go/cme in the

Physician Applications section. You will need to download, complete and submit the Direct Credit

Application to the AMA for credit. No credits are given for repeat presentations of the same material, it
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is the responsibility of the applicant to only claim the credit once, and credit may not be
simultaneously earned as both a presenter and learner.

Additional information on obtaining continuing education credit for these activities is also available for
medical physicists from CAMPEP at http://www.campep.org/Criteria.asp and for technologists from
ASRT at https://www.asrt.org/content/ CESponsors/ASRTInFocus/Fall_05.aspx#6.

Testing — Clinical

Q. The ACR testing instructions say we must submit clinical images for accreditation review
that were interpreted as “negative” (BI-RADS® Assessment Category 1). May we submit
“benign” images (BI-RADS® Assessment Category 2) or “incomplete” (BI-RADS® Assessment
Category 0) cases?

A. Generally, no. The ACR requests inega't irinagesc‘(Bl-RADS@ Assessment Category 1:
“Ther e i s comntehtion. grhe tbeasts are symmetrical and no masses, architectural
di sturbances or suspiciouBo crmdtci $ il mitdasesi BeRADF N d®r esen
Assessment Category2) or fii n casen ;QBII-IEADS(%Assessment Category 0). If an ACR
revi ewer finds an abnormality, t hi s wi Islthedcerédiing t he f a
body to return the images to the facility and the ACR requires the facility to follow up as appropriate
before the ACR will issue a final report. Occasionally, low-workload facilities may not be able to find

“negative” fatty and dense cases for submission duri
ACR for assistance. With prior permission, t hese facilities mayRABSIbmit “b
Assessment Category 2) along with the interpreting pt

Q. Can my facility submit images that have benign calcifications or known benign lymph
nodules? What about those patients who have had biopsies or known surgeries?

A. Ingeneral, no. Images submitted for accreditation review should be assessedasfin e gat (Bl e 0

RADS"™ Category 1). The ACR clinical reviewers are radiologists who are currently working in
mammography. They review these films as if they are films with no history. They do not have old films

or patient history information for a complete assessment. If films are submitted and a possible
abnormality is seen, the ACR must follow wup with
accreditation. However, facilities may contact the ACR for assistance if they are unable to find BI-

RADS® Category 1 images to submit for accreditation.

Q. Our facility performs only diagnostic mammography and does no screening
mammography. We will not be able to submit “negative” cases (BI-RADS® Assessment
Category 1) for accreditation review. What should we do?

A. Call the ACR for assistance. With prior permission, you may submit other cases along with the
interpreting physician’s report for evaluation.

Q. Our facility provides mammography only to nursing home patients. Because our patients
primarily have fatty breasts, it is impossible for us to find a case with dense breasts to submit
for accreditation review. What should we do?

A. Call the ACR for assistance. With prior permission, you may submit other cases.
Q. May we use a model or a volunteer to obtain clinical images to submit for accreditation?

A. No. Any image submitted for accreditation review must be of a patient who needed a
mammogram, typically for screening reasons. As with any mammogram, the interpreting physician
must have sent a report to the patient’'s referring pt

Q. Is there any age limit for patients whose images are submitted for accreditation review?
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A. No, but keep in mind that these images must be from®patients who need the mammogram and
generally must be i nt erRAD® Assaebsmerg Categoeyd)aTheése vel'mogti . e. Bl
likely be from women undergoing screening. The ACR Practice Guideline for the Performance of

Screening and Diagnostic Mammography states that screening mammography is indicated for

asymptomatic women 40 years of age or older.

Q. May we send clinical images with a mole or nipple marker to the ACR for accreditation
review?

A. Yes, as long as the mole or nipple is clearly marked in a conventional manner.
Q. May I submit clinical images of male patients for accreditation review?

A. No. The ACR needs to evaluate images from patients that are typically examined by your facility.
The vast majority of mammography examinations are of women. Consequently, the ACR will only
accept images of women for accreditation review.

Q. After submitting our accreditation testing material, our Lead Interpreting
Physician/Supervising Radiologist was notified by the ACR that an abnormality was found on
a set of images. Do we need to send another set of images to replace the films that were
returned to us?

A. No. When your Lead Interpreting Physician/Supervising Radiologist is notified of an abnormality
the ACR reviewers have finished reviewing the images. Therefore, replacement images are not
needed. Only the Abnormality Follow-Up Attestation must be returned once your Lead Interpreting
Physician/Supervising Radiologist reads and signs it.

However, any decision on your facility' s accreditat
pending receipt of the attestation that appropriate action will be taken. Failure to comply could result

in a failure or deficiency for non-compliance. Furthermore, the ACR will randomly review facilities for

compliance with this policy. We strongly suggest that all case review and any patient follow-up be

documented.

Q. Must the clinical images we submit for accreditation be performed on 18 x 24 cm film
only?

A. No. The ACR accepts clinical images on both the 18 x 24 cm and 24 x 30 cm film sizes. As
described in the 1999 ACR Mammaography Quality Control Manual, it is important that the appropriate
size film be selected to match the size of the breast. ACR clinical image reviewers will evaluate the
images accordingly.

Q. Does the ACR require automatic flashing of films by the mammographic unit?

A. No. The FDA requires that the image identification be permanent and legible but does not
require a flash ID system to do it. The ACR strongly recommends a flash card since it is the most
permanent method for image identification (see 1999 ACR Mammography Quality Control Manual,
page 26).

Q. When submitting our clinical images for accreditation, may we remove the patient name
and any identifying information for privacy purposes? | believe that the Health Insurance
Portability and Accountability Act (HIPAA) prohibits sharing this information with outside
entities.

A. No. Sections 164.512(b) and (d) of the HIPAA regulations issued by the Department of Health
and Human Services (DHHS) (45CFR) allow a mammography facility to release patient information to
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an MQSA inspector without patient authorization because MQSA inspectors are performing health
oversight activities required by law. Because the law requires that each mammography unit be
accredited, releasing patient information to the accrediting body is considered part of the health
oversight activity. Additional information regarding HIPAA requirements can be found on the DHHS
Website at www.hhs.gov/ocr/hipaal.

FDA requires the ACR to assess the following 8 clinical image attributes: positioning, compression,
exposure level, contrast, sharpness, noise, artifacts, and exam identification. The mammogram
must have a permanent ID label containing at least: the facility name, city, state, zip code, the
pat i emstdnd ladt hame, an additional patient identification number, and the date of the
examination. Consequently, the ACR requires facilities to include patient identifying information on
images submitted for accreditation review.

Q. Are there any guidelines on an acceptable number of artifacts allowed on clinical images
submitted for accreditation?

A. No. The ACR realizes that not all artifacts can be eliminated (for example, it is rare to see a
screen-film image with no dust artifacts); however, artifacts should not be so numerous or severe that
they significantly degrade image quality. The Lead Interpreting Physician/Supervising Radiologist
should review and approve all images submitted for accreditation.

Testing — Phantom/Dose

Q. When we processed our phantom image for accreditation, there were many unexpected
artifacts on the image. Can we obtain another dosimeter and retake our phantom image to
send in for accreditation?

A. Yes. You may call the ACR at (800) 227-6440 and ask for a replacement dosimeter. A
replacement fee will be charged, and you will be instructed to return the original dosimeter to the
ACR.

Q. When exposing my dosimeter for testing, do | place the acrylic disk on the phantom?

A. Yes, for screen-film systems. You should use the acrylic disk for this image, just as you would
when acquiring routine phantom images for quality control purposes. Be sure that the disk does not
cover any test objects because this may i mpa
image. The 1999 ACR Mammography Quality Control Manual recommends placing the disk in the
space between the 2 largest fibers. Also be sure that the dosimeter does not cover the pink wax
block.

Use of the disk will vary for full-field digital mammography systems. You should follow the instructions
specific to the manufacturer of your digital unit.

Testing — QC Documentation

Q. My facility has 3 screen-film mammography units. May | submit 1 processor control chart
for all 3 units?

A. Yes, as long as the clinical and phantom images are selected from within the same 30-day time
frame and within the time period shown on the processor QC chart. The ACR provides a processor
label for each unit undergoing accreditation; therefore you may attach all 3 labels to one processor
form.

Q. The ACR sent our facility a request for additional information stating that our medical
physicist did not evaluate the technologist QC of our new mammography unit. When the
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medical physicist tested the unit, we had just installed it and were not yet performing the QC.
Must the medical physicist still conduct this evaluation?

A. Yes, the FDA requires that the medical physicist e

units. Because an Equipment Evaluation is performed before a mammography unit is used clinically,

the medical physicist is not requir ed t o complete the HAEvalwuation of 5
Progr amo of ¢he foimodaring the Equipment Evaluation. However, your medical physicist

musteval uate your facility's QC program and compl ete

Summary sometime within the 45 days you are provided to obtain the clinical and phantom images.

This evaluation must be submitted to the ACR along with the entire Equipment Evaluation

report, the full application and/or testing materials.

The medical physicist should check that all required QC tests are done by the QC technologist initially

and then at the FDA-mandated frequencies. The ACR does not require the medical physicist to

evaluate a certain number of days of QC. The ACR recognizes that, for this first survey, the medical

physicist can only evaluate the number of tests that have been performed since the unit was installed.

Note thatth e medi c al physicist need not eval ua;trewsiewtohe t ec hn
the facility’s QC gmotelygby mahorfasy be done r

Q. What medical physicist QC documentation is required when a new facility submits the full
application to the ACR?

A. Within 45 days of submitting the initial application, the facility must submit the full application to

the ACR. In addition, the facility must submit the entire, mo s t recent medi cal physi
Survey report. Because this is a new unit, this Annual Survey report will generally include the

Equipment Evaluation report. To summarize the results, the following 2 forms must be completed by

the medical physicist and included with the full report:

1. MQSA Requirements for Mammography Equipment, and

2. Medi cal Physicist’s Ma mmo dgfor aquelensHilm QC full-fidds digitalS u mmar y
mammography, as applicable. It is important to note that the medical physicist must now
compl ete the offEGalteadtsi frechnol ogi stofth@®rmPr ogr amo s €

The medical physicist should check that all required QC tests are done by the QC technologist initially
and then at the FDA-mandated frequencies. The ACR does not require the medical physicist to
evaluate a certain number of days of QC. The ACR recognizes that, for this first Annual Survey, the
medical physicist can only evaluate the number of tests that have been performed since the unit was
installed. Note that the medical physicist need notevaluat e t he technol ogist’s QC pr
review of the facility’s QC progr.am may be done remot

Q. lam a medical physicist responsible for evaluating 2 screen-film mammography units at a
facility. 1 conduct the Annual Survey on 2 different dates during the year; however, | only
review the entire facility’s technologist QC program once a year. On the “Medical Physicist's
Mammography QC Test Summary” form submitted for accreditation, may | complete only the
“Evaluation of Site's Technologist QC Program” section of the form on 1 unit?

A. Yes, as long as you indicate where and when you recorded the results of the technologist QC

program evaluation. For exampl e, i f you evadufingated th
the January 15, 2009 Annual Survey of Unit #1, and you tested Unit #2 on April 15, 2009, indicate

“see Jan AT Arn nluba, | Sur vey Repor teEvafuation ofiBite'stTeckindldgiston t he
QC Program” page of Unit #2' s DAnmphiumd i cSaulrev efydlrR etphoerste. ev al
Keep in mind, however, that during accreditation ACR staff looks for a complete Annual Survey

Report for each unit that was performed no earlier than 14 months before the date on the full

application. Your facility must be sure to send the ACR the reports containing your evaluation of

the technol ogi st Wish the Qasefailo rgsulasnfor each test of this evaluation.

Unfortunately, this does not always happen. Consequently, it may be safer to record the pass/fail
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resutsfor your evaluation of the technologist’s QC progr
you can be sure the necessary information is sent to the ACR. If the evaluation was done on a
different day from the main equipment tests, note the date of the evaluation on the form.

Full-Field Digital Mammography (FFDM) Units

FDA’s Certification Extension Program for FFDM Systems When No Approved Accreditation
Program is Available

Q. There currently is no FDA-approved accreditation program for my FFDM system. How may
| legally use this system under MQSA if | cannot get it accredited?

A. The FDA will continue its process for extending the certification of an already certified facility to
include these specific model FFDM systems, until an accreditation body has been approved to
accredit them. A facility with such an FFDM system will be exempt from the MQSA accreditation
requirement, unless otherwise notified by FDA, but must request FDA to extend its current
certification to cover its unaccredited FFDM system. The facility must contact the FDA directly in
order to obtain this exemption. Requests for FFDM certification extension need to include all the
information |isted in the document “MQSA Facil
Digital Mammegr apfhwyl”l (Fi el d Di gi t al ifibhiom rExtensioa p
PrograabmDA’ s Pol i cy Gystéendaadishoeld bé éotwarded to:

- D

> —.
< —~
—~

FFDM Certification Extension Program

Division of Mammography Quality and Radiation Programs
FDA/CDRH/OCER

10903 New Hampshire Avenue

Bldg. 66, Room 4675

Silver Spring, MD 20903-0002

Phone: (301) 796-5710
Fax: (301) 847-8502

After the FDA has reached a decision on your application, you will receive either a Letter of
Acceptance or a Letter of Denial for your FFDM systems. If you receive a Letter of Acceptance, your
FFDM unit will be added to your certificate and you may begin to use it for clinical examinations. Your
facility must maintain its accreditation status for at least 1 mammography unit in order to maintain its
certification status when utilizing an FFDM system. Your facility is also subject to an annual onsite
MQSA inspection of its FFDM system at the same time its accredited unit(s) is/are being inspected.

Q. Under the FDA’s Certification Extension Program, does a facility wishing to add a CR
system to a screen-film unit need to keep accreditation for an existing unit?

A. Yes, your facility will need to maintain accreditation with an FDA-approved accreditation body for
at least 1 unit other than the CR system. This means the facility must either keep accreditation for
the screen-film unit, with which the CR system shares the cassette holder, or another screen-film or
FFDM unit. Once the FDA approves an accreditation body to accredit CR systems, the facility will
have to apply to that accreditation body for accreditation of the CR system. Once the CR system
passes accreditation, the facility will not need to maintain the additional accreditation unless it wishes
to continue using the other units.

Note that your facility is also required to undergo an annual onsite MQSA inspection of the CR
systems during the inspection of its other screen-film and/or FFDM accredited unit(s).

Q. If we have multiple screen-film units and plan to use CR with all of them, must we get
approval to extend our accreditation and certification to add CR to all of them?
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A. Yes, since FDA grants accreditation and certification extension for the use of a CR system only
with a specific mammography unit, the additional units are not covered even if they are the same
make and model.

Q. What inspection costs are associated with CR certification?

A. FDA will treat a screen-film unit that is equipped with a CR system as 2 separate units. Therefore,
inspectors will inspect a single physical unit that is used to perform screen-film mammography and

CR mammography as 2 separate units, and the facility will be billed for 2 units. Once FDA approves

an accreditation body to accredit a manuf acfinur er
accreditation for the unit on which they are using CR, thereby reducing their unit inspection and
accreditation costs.

S

Q. How will an inspector inspect a CR unit?

A. Using laptop computers, FDA inspectors will download the records for a mammography unit(s)
that uses CR in the same manner as for any other FFDM unit. They will open and examine the
applicable inspection procedure screens. If a unit(s) is being used for both screen-film and CR on the
same physical unit(s), the inspectors will need to download separate screen-film records as well.

If an inspector determines that CR is being used on a screen-film unit(s) for which there is no
certificate extension approval, the inspector will:

1. Add a new record for the CR unit(s) into the database (e.g., with the same model, description,
and serial number as the screen-film unit(s) but with an image receptor type of CR)

2. Mark it as unaccredited (resulting in a Level 1 or 2 inspection observation)

3. Answer the mammography equipment evaluation question and all of the applicable questions
in the QC records and Survey Report sections accordingly; and

4. Instruct the facility that it should stop using the unit(s) until it applies to FDA for certificate
extension on the unit(s) and has received a Letter of Acceptance

If a facility is performing both screen-film and CR mammography using the same physical unit(s), the
inspector will treat the inspection as 2 separate units and the facility will be billed accordingly.

Q. Where can a facility get more information on the application for use of an FFDM system
under the FDA’s MQSA Certification Extension Program?

A. Refer to the mammography website at US FDA/CDRH: Mammography Program, the Policy
Guidance Help System (PGHS) as follows: Contents (Accreditation and Certification): Keyword (Full
Field Digital Mammography (FFDM) Certification Extension Program).

If you have any questions, you may contact the MQSA facility hotline at (800) 838-7715 or by e-mail
at MQSAhotline@hcmslic.com.

Accreditation and Certification

Q. From an MQSA standpoint, are there any differences between a computed radiography
(CR) system and a full-field digital mammography system?

A. No, although the systems have significant physical differences, FDA treats them the same from
an MQSA regulatory standpoint. CR systems are considered part of the FFDM mammographic
modality. This means that facilities wishing to use a CR system must meet all applicable MQSA
requirements, including those specific to FFDM units. (For example, all personnel using a CR system
must have completed at least 8 hour of training specific to digital mammography prior to using the
new CR system on patients. However, because CR systems are part of the FFDM mammographic
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modality, personnel who have already obtained 8 hours of training in FFDM do not have to obtain
another 8 hours in CR prior to use on patients.)

Q. Will my facility receive a separate MQSA certificate for our FFDM unit?

A. No. MQSA certification is facility-based and not unit-based. The FDA and other MQSA-certifying
bodies issue only 1 MQSA certificate (with a unique ID number) to each facility. This certificate covers
any unit, whether it is screen-film or FFDM.

Q. Even though my facility followed all the ACR-recommended guidelines for submitting the
accreditation application on our first FFDM unit (including waiting 3 days and calling the ACR
to make sure that the unit was transmitted to the FDA), the Centers for Medicare & Medicaid
Services (CMS) is denying our facility payment for FFDM. They claim that we are not certified
to perform FFDM and are requesting an MQSA certificate that states we are digitally certified.

A. A number of practices are experiencing payment problems with the CMS for FFDM services. The
FDA does not provide MQSA certificates that specifically state that a facility is certified to perform
FFDM. Instead, they send CMS a weekly file containing the most recent approval information. Your
payer must look at the current MQSA file to see whether your facility is certified to perform digital
mammography.

See CMS Transmittal 913, on the handling of these files and provide a copy to your local payer. You
may contact the appropriate CMS headquarter representatives:

1 Medicare Carrier for non-payment of the professional component
1 Medicare Fiscal Intermediary (FI) for non-payment of the technical component

Pl ease provide t he mdigiviFkDAHKD nynabar fromf yauc MQSIA teytificate a&hd your
MQSA expiration date.

Contact Person Phone Email
Medicare Eric Coulson 410-786-3352 Eric.Coulson@cms.hhs.gov
Carrier
Wendy Knarr TDY Operator: Dial 711. When relay operator asks wendy.knarr@cms.hhs.gov
for phone number, provide (410) 786-0843
Medicare FI Bill Ruiz (410) 786-9283 william.ruiz@cms.hhs.gov

If you continue to have problems after contacting the above individuals, please contact the ACR
Economics Department for assistance at (800) 227-5463.

Q. We plan to use our new Fuji computed radiography (CR) system with an existing
accredited mammography unit currently used with screen-film. What do we need to do to
accredit this new CR system?

A. Call the ACR at (800) 227-6440 for the appropriate accreditation materials.

Q. I heard that if | use both screen-film and CR on the same mammography unit, my facility
must accredit that unit as 2 separate units. Is that true?

A. Yes, because the image quality, QC, and personnel requirements are different for screen-film and
FFDM, facilities using both screen-film and CR on the same mammaography unit(s) must accredit (and
test) each unit as 2 separate units.

Q. We perform computed radiography (CR) mammography at our facility and will be replacing
our single imaging plate reader with a multi-plate reader. Do we need to notify the ACR, and
do we need to go through accreditation again?
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A. No. You do not need to notify the ACR when you install a new reader, nor do you need to repeat
accreditation. However, you must consult with your medical physicist to ensure that a Mammography
Equipment Evaluation is performed and documented. MQSA inspectors will verify that the appropriate
testing was performed during their annual inspection.

Q. When | expose the phantom to produce an image to send to the ACR for accreditation,
should | use the exposure techniques specified in the FFDM manufacturer's QC manual?

A. No.TheACR’' s accreditation testing instructions specif
routine clinical conditions. The clinical techniques may differ significantly from the QC techniques

specified by the FFDM manufacturer. Screen-film phantom images submitted for accreditation are

produced with clinical techniques typically used for a 4.2 cm compressed breast of average density.

The ACR’'s Committee on Mammogr aphy -fidlkcdmitale di t ati on has
mammography images submitted for accreditation should also be produced under clinical conditions.

Consequently, it is important that you carefully follow the A C R @T'ssting Instructions when

producing images for accreditation review.

Q. When exposing the dosimeter for testing of my FFDM unit, do | place the acrylic disk on
the phantom?

A. Use of the disk will vary among FFDM systems. You should follow the instructions specific to the
manufacturer of your digital unit.

Q. May I submit FFDM phantom and clinical images to the ACR on a CD?

A. No. ACR reviewers only review hardcopy images at this time. Furthermore, the FDA has only

approved the ACR to review hardcopy images. For purposes of transferring films, the FDA requires a
facility to be able to “provide the mediocalpaitnetitt st
representative with hardcopy films of final interpretation quality. ”  Muwsuprint hardcopies of the

test images using the laser film printer and film processor (if applicable) normally used for digital

mammograms.

Q. How should | window and level the FFDM phantom image for accreditation?

A. Process the image as typically done for digital mammography. You should window and level the
display to best show the test objects without creating excessive noise. Do not zoom or rotate the
image.

Q. When printing FFDM phantom images for accreditation, what size should they be? May |
magnify or minify the phantom image?

“

A. Print the digital images without magnification or minification and as ¢l ose t o true ¢

possible. The ACR recommends:

1. Printing the phantom images so that it is within 25% of the actual phantom size. Since the
accreditation phant om’ s 0 Ut s icohethe dimemsions of dhe s ar e .
submitted image should be no smaller than 7.6 x 8.0 cm and no greater than 12.6 x 13.4 cm.

(See figure.)
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Recommended Size of Hard-Copy Phantom Image

/ A
/ N\ /7 N\
S N 8.0-13.4cm
A 4
76-12.6cm

2. Printing the phantom images on the same size film as would normally be used to print clinical
mammograms (usually 18 x 24 cm).

3. Not rotating the phantom during exposure or rotate the image when printing. ACR reviewers
position digital films for scoring similar to screen-film images.

Q. What background density should be used when printing FFDM phantom images?

A. Printed images from a digital mammography unit must be of sufficient quality for diagnostic
interpretation when sent to another facility for review. This means that clinical mammograms should
be of sufficient density and contrast when viewed by other physicians on appropriately bright
mammography viewboxes. Hence, the ACR recommends that the background density of the
hardcopy phantom images be between 1.60 — 1.90.

Q. The manufacturer of our FFDM unit requires that at least 5 fibers, 4 speck groups, and 4
masses are visible for phantom QC. Does the ACR use the same criteria for accreditation?

A. No. The ACR uses 1 phantom image criteria (4 fibers, 3 speck groups, and 3 masses) when

reviewing images submitted for accreditation from all manufacturers’ FFDM units as well as those

with screen-f i | m. However, the ACR will check the facility’
manufacturer’s QC criteria (as required by FDA).

Q. Do theindividual TLD chips need to be seen on the digital phantom image?

A. No. You should window and level the display to best show the test objects without creating
excessive noise. Do not focus on windowing and leveling the display to visualize the
thermoluminescent dosimeters (TLDs). Although it is not necessary to see the individual, square TLD
chips inside the holes of the dosimeter, it is important to see the entire external outline of the
dosimeter on the image to ensure that the dosimeter was completely exposed.

Q. When submitting clinical images to accredit my FFDM unit, may | minify them in order to fit
multiple images on 1 sheet of film?
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A. No. You must printall clinicali mages as ¢l ose to
them.

true size” as pos

Q. May | submit my digital accreditation images on 14 X 17 inch laser printer film?

A. Yes, if this is the same format that you use to provide hardcopies to your patients. Although the

ACR prefers smaller format laser printer film, we will accept digital mammography clinical and

phantom images submitted on 14 x 17 inch laser printer film. However, the clinical and phantom

i mages themsel ves mu st be as <c¢close to “true size”
minification). Furthermore, hardcopy images provided to patients and physicians must also be printed

as close to “trwue size” as possible

Q. Should facilities use lead laterality (L/R) markers on each image during the exposure, or is
it acceptable to place computer generated markers on the image after the exposure using
computer annotation?

A. Either is acceptable. The College considers them equivalent. The same potential for error exists
whether the computer or lead markers are used. Itist he t echnol ogi stehssiretha#a sponsi b
the annotation is correct.

Q. On the accreditation final report, the ACR clinical image reviewer suggested that we may
not be using the correct algorithm. What is an algorithm?

A. An algorithm is a step-by-step mathematical procedure (i.e. the program) performed by the

computer on the workstation. In digital mammography, image processing algorithms allow for
manipulation of fine differences in image contrast and/or detail. Different manufacturers will use

different algorithms to process the clinical image for display on the workstation. You should contact

your FFDManuwd iotr’ swo rkaaufaeturer don * sf ur t her i nformati on on
algorithm.

FFDM Quality Control — General

Q. The manufacturer of our FFDM unit has a number of different revisions of their QC manual
available. Which one should we follow for the medical physicist and technologist QC tests?

A. In general, you should use the most current version of the QC manual for the unit installed at
the facility. Note that the correct manual version may depend not only on the FFDM unit but also the
software version of the unit.

For Lorad FFDM systems, you may use any of the Lorad QC manuals that are applicable to your
Lorad model; not necessarily the latest.

If there are any questions, check with the manufacturer of your FFDM unit.

Q. What tests must the medical physicist perform after a facility installs a new full-field digital
mammography (FFDM) unit? What documentation must the medical physicist provide to the
facility to send in for ACR accreditation?

A. FDA requires a medical physicist to perform a Mammography Equipment Evaluation whenever a
new FFDM unit is installed. This evaluation must determine if the FFDM unit meets the applicable
equipment requirements listed in 900.12(b) of the regulations and the quality assurance requirements

listed in 900.12(e).

Section (b) of the FDA regulations is fairly specific and the ACR has developed a simple checklist
ent i MQSA &eqtiirements for Mammography” t o hel p medical physicists do
the evaluation.
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Section (e) of the FDA regulations requires the medical physicist to follow a quality assurance
program that is “substantially the same elalsythe he qual
image receptor manufacturer.” This complicates the test,jand since
pass/fail criteria vary across manufacturers, models, and QC manual versions. The ACR has tried to

simplify the final pass/fail documentation for these tests by developing a shortf or m e Medicall ed *
Phys i dMiamntography QC Test Summary” for each i mage receptor ma n L
equipment. All of these forms are routinely updated as the manufacturers update their QC manuals

and are available on the ACR website on the Mammography Forms Page. The FDA requires the ACR

to collect and review this information as part of accreditation.

To summarize — the medical physicist must perform the FDA-required evaluation and tests and
submit the following completed forms to the facility:

1 MQSA Requirements for Mammography Equipment
1 Medical Physicist’s Mammo gr-aFphiwUnitManufaguwser-Sp&cifiotnmar y

The facility must submit these forms to the ACR with documentation showing that all failures have
been corrected before they may use the new FFDM unit to perform exams on patients.

Q. Every time one of the full-field digital mammography (FFDM) manufacturers updates its
QC manual, the ACR changes its Medical Physicist's Mammography QC Test Summary form.
Is this necessary? How can medical physicists keep informed of the most current summary
form to use?

A Yes, it i's necessary. The FDA requires accrediting
Mammography Equipment Evaluation and Annual Survey results based on the most current version

of the QC manual for the unit tested at the facility. Consequently, each time an FFDM QC manual is

revised by the manufacturer, the ACR has to revise its Medical Physicist's Mammography QC Test

Summary form to ensure that the appropriate results are collected and evaluated. The most current

ACR forms are available on the ACR website on the Mammography Forms Page. Note that the QC

form names on the website include the revision date so you may easily determine if you have the

latest version.

You are required to submit the summary form that was appropriate to the unit you tested at the time
of your survey. If you are testing a new installation, you should use the newest summary for the
manufacturer of that system. In those cases, please check the ACR website. If you are doing an
annual survey on an older piece of equipment, the ACR will accept an older summary form.

Q. We recently had a software upgrade to our digital unit and now have some new or different
QC that needs to be done. Does the ACR provide updated quality control forms?

A. No. The manufacturers of the FFDM equipment provides the forms in their QC manuals.

Laser Film Printers

Q. Does the ACR or the FDA require an FFDM facility to have a laser film printer at the
facility? May the facility use the laser printer of a third party to print hardcopies?

A. No and yes. Neither the ACR nor the FDA requires an FFDM facility to have an on-site laser film
printer. However, for purposes of transferring films, the FDA does require a facility to be able to
“provide the medical institution, physician, heal th
hardcopy films of final interpretation quality.0 Consequently, the ACR and FDA require FFDM
facilities to have access to a compatible laser film printer (either on-site or at a third party). The
printer must exist and be tested by a qualified medical physicist according to the FFDM unit
manufactur er’ s rbefer® thenfaailidyaperfoonms snammography on patients. The
facility must also include information and QC data for the laser film printer in its accreditation
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application as it does for film processors. Furthermore, MQSA inspectors will review the laser film
printer QC when they inspect each FFDM unit.

Q.
A.
il
1 Date of examination
1
1 Facility name and location
1 Technological identification
1 Cassette identification (CR only)
1
Q.

How must FFDM hardcopy images be labeled?
Exactly the same way as screen-film images. This includes:
Name of patient and additional patient identifier

View and laterality place on the image near the axilla

Mammography unit identification (if more than 1 unit at facility)

laser printer in order to comply with the FDA regulations?

A. Possi

bl y.

It depends

on the instruction

Should | follow the laser printer manufacturer’'s QC manual when performing QC on the

s pr

FDA regulations require the quality assurance program at FFDM facilities to be substantially the same
as the quality assurance program recommended by the image receptor manufacturer (e.g., GE,
Lorad, etc.). Some FFDM QC manuals provide specific instructions on performing QC of the laser
printer used with their systems; others instruct the user to follow the QC manual of the laser printer
manufacturer. The following table summarizes the laser printer QC (at the time this question was
written). Check with your FFDM manufacturer for the most current instructions.

FDA-Required Laser Printer QC

FFDM Mfr Model Laser Printer QC
Carestream Directview CR Foll ow the laser prinf
manual
Fischer SenoScan Foll ow the | aser pri
manual
Fuji FCRmM Foll ow the | aser pri
manual
. Senographe 2000D, | Follow the laser printerman uf act ur
General Electric :
DS and Essential manual
Lorad Selenia Follow the Lorad Selenia QC Manual
Philips (Sectra) MicroDose L30 Follow the laser pri
manual
Nuance and Nuance | Fol | ow t he | aser pri
Planmed
Excel manual
Mammomat Follow the | aser pri
Siemens Novation DR manual (but conduct QC every day that

images are printed)

Q. The FFDM unit manufacturer’'s QC manual specifies that the laser printer QC must be

performed weekly. However,

my facility only prints hard-copy mammograms to give to

patients once or twice a month. Do we need to perform QC on the laser printer during weeks

no printing occurs?

A. No. The following serves to clarify FDA's position on laser printer testing, as of January 4, 2011:

Facilities are required to follow the testing requirements for laser printers as outlined in the FFDM
manufacturer's (or laser manufacturer's if more appropriate) QC manual but only on those days or
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weeks when they are actually printing out images. In the case of a facility that performs its final
interpretations using softcopy, the facility would only have to test the laser printer on those days or
weeks when producing clinical hardcopy images for patients or healthcare providers or for retention
purposes.

Q. During accreditation of my FFDM unit, do | still need to send the ACR a laser printer
guality control chart if hardcopy printing is done by a third party?

A. Yes. Even though a third party may produce this hardcopy, the facility is responsible for ensuring

that the quality of the hardcopy is of final interpretation quality. Evaluating laser printer quality control

i s part of this assurance. Furthermor e, you mu st
recommendations for laser printer QC.

Q. Does a facility with an FFDM unit need to submit quality control data for their laser film
printer even if the physicians interpret only from the soft copy?

A. Yes. Because the FDA requires that each facility be able to print hardcopy films of final
interpretation quality for purposes of transferring images, we require facilities to submit hardcopy
images. The ACR reviews a copy of the laser camera QC as part of accreditation. You must submit at
least 1 calendar month of laser film printer QC data for each printer used for digital mammography
even if it is performed by a third party. We recommend you use the QC chart provided in the FFDM
unitlaser film printer’s QC manual . Your printer
the quality assurance program recommended by the FFDM manufacturer. Finally, the clinical and
phantom images must be taken within the same 30-day time frame and must be within the time
period shown on the laser film printer QC chart.

s Q¢

Q. When we print our computed radiography (CR) images on our laser printer, a small white
border appears around the image. Is this acceptable?

A. Yes. As long as the border does not obscure clinical information, it is acceptable.

Q. Can a facility with an FFDM unit use its MRI laser printer to print their digital
mammography images?

A. Possibly. FDA recommends that only printers specifically approved or cleared for FFDM use by
FDA's Of fice of Device Evaluation be used. However,
to ensure that all printers used by the facility with its FFDM unit comply with a quality assurance
program that is substantially the same as that recommended by the FFDM manufacturer and pass

the facility’'s accreditation body’'s phaBRDAsPRolicgnd cl i n
Guidance Help System. You should consult with your medical physicist to assist you in making this
decision.

Q. We have a digital mammography unit on a mobile van and want to put a laser printer on it.
Does my printer need to be approved by FDA for mobile mammography?

A. No, the FDA MQSA regulations do not specifically address laser printers on mobile vans. Even

though the FDA recommends that only printers specifically approved or cleared for FFDM use by

FDA' s Office of Devi c e litfewag lse aheriponters.iHewewers faddities naustf a c i

ensure that all printers used by the facility with its FFDM unit comply with a quality assurance

program that is substantially the same as that recommended by the FFDM manufacturer and pass

the facility's accreditation body’'s phantom and clini

Q. My facility can print hardcopy images for our FFDM unit from 3 separate workstations.
Which one should | use to print images to submit for accreditation?
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A. The ACR suggests that you print from the workstation you typically use to print hardcopy images

to give to patients. Per FDA guidance, hardcopy images s houl d be of “final i nter |
therefore it is important for your radiologist to review and approve these hardcopy images before you

submit them for accreditation.

Q. When patients request the release of their mammogram and we print a hardcopy for them
may we charge for the hardcopy?

A. You may not charge them for the first hardcopy version of the mammogram; however, if the
patient requests additional hardcopies of the mammogram, the facility may pass the costs of the
additional hardcopies on to the patient. Appropriate charges for transfer of mammographic records
could include items such as: administrative time costs incurred in logging in the request, retrieving the
mammography films and reports, having the patient sign a release, packaging and mailing charges
for the materials, and photocopying costs incurred in making copies of reports. See the FDA's Policy
Guidance Help System.

Q. When patients or physicians request mammogram hardcopies, may our film room staff
print and release FFDM mammograms or must the hardcopy images be printed and released
by mammography technologists?

A. FDA does not specify who is responsible for printing or releasing records. However, the FDA

does require, for purposes of transferring films, that the facility be able to provide the medical
institution, physician, heal t h pr ovhadmpy fimgpohfinalent or
interpretation quality. See the FDA's Policy Guidance Help System. The facility should have a

system in place to ensure that the printed and transferred hardcopy images are of final
interpretation quality. The quality control technologist and lead interpreting physician should ensure

the task is performed in accordance with these regulations.

Monitors and Workstations

Q. Do | have to use an FDA-approved review workstation to interpret digital mammograms?

A. No. However, the FDA recommends that only monitors specifically cleared for FFDM use by
FDA's Office of Devi c ed (gee BDAS Bdicy GuidancelHBIf Jystdime) u s e

Q. We just installed our first FFDM unit. Does our medical physicist also have to test the
review workstation along with the new FFDM unit as part of the Mammography Equipment
Evaluation? Do we have to submit the review workstation test results for accreditation?

A. Yes and yes.

Q. We have just added a second FFDM unit. Images from this unit are interpreted on our
current review workstation. This review workstation was evaluated during the medical
physicist’s Annual Survey of our old FFDM unit. Does our medical physicist have to retest that
review workstation along with the new FFDM unit as part of the Mammography Equipment
Evaluation? Do we have to submit the review workstation test results for accreditation?

A. No and yes. If the review workstation was tested previously with another FFDM unit at that site
during its Mammography Equipment Evaluation or Annual Survey, the medical physicist does not
have to retest the workstation. However, the medical physicist should indicate on the
Mammography Equipment Evaluation summary forms sent with the accreditation application
when the workstation was tested and the results.

Q. The physician’s review workstation is not at the same physical location as the FFDM unit.
(It is off site). Is the medical physicist still required to test it during Mammography Equipment
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Evaluations and Annual Surveys of our facility’s unit? Does the facility still need to submit QC
results on that workstation to the ACR during accreditation?

A. Possibly and yes. There are at least 2 possible situations to consider if the review workstation is
not located at the same facility as the FFDM unit:

1 If the workstation was tested previously with another FFDM unit (either at the location of the
workstation or a sister site), the medical physicist does not have to retest the workstation.
However, the medical physicist should indicate on the Mammography Equipment Evaluation
summary forms the MAP ID # of the facility where the workstation is located, when the
workstation was tested and the results.
1 If the workstation is located off-site e.g., in an office with no FFDM units or in a residence and
was not tested previously, the medical physicist must include the review workstation in
the FFDM unités Mammography Equi pment Evaluation

In either case, the review workstation testing results must be included in the accreditation application
to the ACR.

Q. Our facility uses a third-party review workstation for interpreting our FFDM images (it was
not provided by the FFDM unit manufacturer). May | follow the review workstation’s QC
manual when performing the Mammography Equipment Evaluation tests or QC on the
workstation?

A. Possibly. The FDA requires that facilities with FFDM systems comply with a QC program that is

substantially the same as that recommended by the image receptor manufacturer (i.e., GE,

Fischer, Fuji, Lorad, Siemens). This requirement also applies to review workstations (monitors).

However, the FDA allows some flexibility for workstaton QC depending on the device’
from the F D A 'Office of Device Evaluation (ODE) for FFDM use. You should check with the

workstation manufacturer for their device's FDA clearance status.

1 Workstations approved by the FDA's ODE for FFDM - FDA considers the workstation's
QC manual to be "substantially the same" as that of the image receptor manufacturer and the
facility may follow it for QC

1 Workstations not approved by the FDA's ODE for FFDM - the facility must follow the QC
manual provided by the image receptor manufacturer (check with the image receptor
manufacturer for their required tests)

Q. All clinical images at our new FFDM facility will be printed and interpreted on hardcopy.
There is no review workstation for the physician. Do we need to have access to a review
workstation and submit the results of its Mammography Equipment Evaluation and QC testing
for accreditation?

A. No. However, since this is an unusual situation (most facilities interpret from the softcopy), you

must provide a letter signed by your lead interpreting physician stating that all interpretations will

be done from hardcopy. Also, please note that any testing required by the manufacturer for the FFDM

unit’s display is stild!l required since the technol og
examination.

Q. Wejustinstalled a new review workstation. (We have had our FFDM unit for several years.)
Does our medical physicist have to conduct a Mammography Equipment Evaluation of this
workstation? Do we have to submit the results of this test to the ACR?

A. Yes and no. It is important that your medical physicist conduct a Mammography Equipment
Evaluation of your new workstation (and document the results in a report) to ensure that it is
operating properly for image interpretation. However, you do not need to send this to the ACR at this
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ti me. We wil/ request t he r eSuwéyt(whicharfust inhclude the retiewr e sy st
workstation tests) during accreditation renewal.

Data Compression

Q. What is data “compression” and what is the difference between lossless and lossy
compression for FFDM images?

A.Iln digital mammoge apihyn” diag aa “ ma tuged to aetucectlzelsizeme t h o d

(i.,e., numberof “bits”) of a digital i mage file so that | es
can be more efficiently transmitted. There are various techniques of accomplishing this, with varying
results. “Los s lrdessso’methodsopdate compression in which all the original data is
preserved and can be completely restored. “Lossy” c

original data cannot be completely reconstituted. See the FDA's Policy Guidance Help System.

Q. Does it matter if we use lossless and lossy compression for FFDM?

A. Yes. The FDA permits a facility to store and recreate images for final interpretation from original
or lossless compressed files only. Lossy compressed images may not be used for final
interpretation or storage.

However, while lossy compression is not allowed for final interpretation, lossy compressed images

from previously obtained mammograms may be used for comparison purposes, if the interpreting

physician deems the images acceptable. FDA recommends that if lossy compressed images are

used for comparison purposes,t hat only algorithms approved or <cl ear
Evaluation for such purposes be used. In addition, FDA recommends that phantom and clinical

images produced by lossy compression pass all applicable quality control tests and are of such

qguality that i f they were submitted, they would pass:s
clinical image review process. Finally, lossy compressed images cannot be used for initial or

continuing experience requirements. See the FDA's Policy Guidance Help System.

Q. May I burn a case on a CD and walk it to the main facility for interpretation?

A. Yes. However, it must be saved as an original or lossless compressed file. Check with the
FFDM manufacturer to verify the files are being saved accordingly.

Digitizing Film Mammograms
Q. My facility has a large archive of film images. Can we legally digitize them and discard the

old film images to help reduce our storage problem?

A. No. The FDA regulations do not allow this because a digitized film image is not produced through
radiography of the breast; under MQSA it is not considered a mammogram and cannot be used for
retention or final interpretation. See the EDA's Policy Guidance Help System.

Q. My facility just purchased a FFDM unit and wants to digitize all of our previous film images
so they may be more efficiently used for comparison purposes. Is this allowed under MQSA?

A. Yes. The FDA allows digitized or copied images of previously obtained film mammograms to be
used for comparison purposes, if the interpreting physician deems that acceptable. However,
because such images are not considered mammograms under MQSA, they cannot be counted
towards initial or continuing experience requirements for the interpreting physician. See the FDA's
Policy Guidance Help System.
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Adverse Accreditation Decisions

Reapplying for Accreditation

Q. What happens if the facility does not pass accreditation during the first attempt?

A. If the facility has adequate time remaining on its MQSA certificate, it will be given the opportunity
to repeat the test that was deficient. If there is not enough time to repeat the tests before the MQSA
certificate expires, the facility will have to submit a corrective action plan and reinstate by completing
and returning the full application, all testing materials and a reinstatement fee.

If the site repeats (or reinstates) and receives a second deficiency, it fails accreditation. The ACR will
notify the FDA (or the state certifying body) of this failure. In order to resume the accreditation
process, the facility must reinstate. The following table summarizes these steps:

Accreditation Attempt Accreditation Result Facility Options

1st NOT GRANTED REPEAT not acceptable area(s)
(only if more than 60 days on MQSA certificate),

REINSTATE by retesting all areas

1% Deficiency

Facility may contipue perfo.rming (if 60 days or less on MQSA certificate),
mammography with the unit as long
as they have a valid certificate. APPEAL decision on original images or
WITHDRAW
ond NOT GRANTED REINSTATE by retesting all areas

ond Deficiency = 1% Failure (with corrective action),

APPEAL decision on original images or
ACR strongly recommends that g g

facility cease performing WITHDRAW
mammography with the unit

31 NOT GRANTED REINSTATE after participating in Scheduled

3" Deficiency = 2" Failure On-Site Survey,

APPEAL decision on original images
(may not operate until the appeal is complete)
or

WITHDRAW

ACR strongly recommends that
facility cease performing
mammography with the unit

Q. We received a deficiency for clinical images and must repeat with new clinical images.
Only our dense breast images failed. May we submit just the dense images?

A. No. The entire deficient area must be repeated in order for the reviewers to assess the overall
improvement in clinical image quality since the previous deficiency. Consequently, both fatty and
dense images must be reacquired and submitted.

Q. May we go back and select mammograms from a previous date to submit during the
repeat process?

A. No. You must select images from a time period after the date you received the final report
specifying that you were deficient in the clinical area. This allows the reviewers to assess the overall
improvement in clinical image quality since the previous deficiency and to determine if the facility took
all their comments into consideration.

Q. What is required for reinstatement?
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A. Reinstating requires the facility to fully document its history and to address all deficiencies noted

in previous reports. An appropriate corrective action plan should be designed, approved by the ACR,

and implemented. Once all corrective actions are completed and supporting documentation has been

forwarded to the ACR, the facility may receive a 6-month provisional reinstatement certificate from the

FDA (or state certifying body) and go through the accreditation process again. If the facility fails

again, it will have to participate in a Scheduled On-Site Survey. The Scheduled On-Site Survey is

conducted so that an ACR review team (consisting of a radiologist, a medical physicist and an ACR

staff mammography techn ol ogi st ) can review the f asteitdinitgyn’ s prog
areas where help may be needed. This process takes time, and the facility is responsible for payment

of a base site-visit fee in addition to all travel expenses incurred by the ACR team.

Q. My facility submitted a plan of corrective action for reinstatement, but this is what we plan
on doing to start the reinstatement process, and the actions have not yet been carried out. Is
this enough to start the process and get the provisional certificate from the FDA?

A. No. Although the corrective action plan may discuss the problems the facility had in obtaining
accreditation and what they plan to do to correct these deficiencies, these plans must be fully carried
out and specifically documented to show proof of correction. That is the primary reason for
reinstatement. If facilities were to be reinstated based on what they plan to do and without fully
implementing the plan, their past problems might remain uncorrected. This could hinder their next
testing cycle for accreditation and ultimately prevent them from obtaining accreditation.

Q. My facility failed accreditation due to positioning. Our corrective action plan stated that
the technologist who performed the submitted exam will have additional training. Today we
received an incomplete memo indicating that all technologists at our facility have to receive
additional training as part of the corrective action. Why is this necessary?

A. The ACR specifies that you send an example of your best quality work during accreditation. If the
clinical images do not pass accreditation, the ACR must assume that all mammography performed at
your facility (by all technologists) is of equal or lower quality. Consequently, all technologists must
receive training in order to address this. Proper patient positioning, is crucial to obtaining consistently
high quality mammograms so that your patients receive the best medical care possible.

Appealing an Adverse Accreditation Decision

Q. My facility failed accreditation. May we appeal the decision? If so, what’s involved?

A. Yes. Facilities that receive a deficiency or a failure may appeal the determination in writing within
30 days of the date of the final report. The original films or data must be submitted with a letter
describing your reason for appealing. Only those films reviewed for the original determination will be
considered during the appeal evaluation. Both fatty and dense cases must be submitted for clinical
appeals in order to allow the reviewer to assess the overall clinical performance of the facility. Films
will be forwarded to an arbitrator (a reviewer who did not participate in the initial review) with a copy of
the previous reviews and the appeal letter written by the facility. No other films or data will be sent
to the reviewer for consideration in the evaluation. The ar bi trator’s determinat.

If a unit is denied accreditation after an appeal of a failure (second deficiency), the facility may
appeal directly to the FDA. However, such an appeal will stop the ACR application process until the
FDA renders a decision. Further, the facility making the appeal may not perform mammography
during the FDA appeal process. Facilities are not permitted to appeal to the FDA after a first
deficiency appeal is denied by the ACR.

Interim Accreditation and MQSA Certificate Extensions

Q. What’s the difference between “interims” and “extensions”?
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A. Certain fully accredited facilities with full MQSA certificates may be eligible for a 45-day
Interim Accreditation (one time only) from the ACR if additional time is needed to complete the
review and/or renewal process. The ACR will render the decision in these cases based on the
facility' s accreditati ormprovidiondl MQSA.certfieates ariprovidioaa i
MQSA reinstatement certificates who are not currently accredited may be eligible for a 90-day
Extension to their MQSA certificate (one time only) from their certifying body (either the FDA or the
state) if additional time is needed to complete the review and/or reinstatement process. Although the
ACR makes a recommendation to the facility’s certif)
history, the certifying body makes the final decision to grant or deny the Extension.

ities

Q. My facility has a full 3-year accreditation and a full MQSA certificate that expires soon. Can
| get an Interim Accreditation to allow me to legally continue performing mammography?

A. Possibly. The ACR understands that, at times, a facility may not be able to complete renewal

accreditation testing within the allotted 6-month time frame before their full MQSA certificate expires.

Under certain conditions, a facility may apply to their accrediting body for a 45-day Interim

Accreditation. In order to be eligible for Interim Accreditation, your facility must be fully

accredited and you must have already submitted testing materials to the ACR. In addition, you

must have adhered to ACRO6s time frames for submitti ng
Facilities failingt o0 me et t h efrarAeS Ray bave theimlaterim Accreditation request denied.

Contact the ACR to obtain a Request for Interim Accreditation form. Complete all requested items on
the form including providing the reason why Interim Accreditation is being requested and the steps
you have taken to achieve accreditation. Fax the form to the ACR as instructed. (The final decision
regarding approval or denial will be made when the facility has 14 days or less on their MQSA
certificate.) The ACR will review your Interim Accreditation request and will contact you regarding its
approval or denial. If the ACR approves your request, we will fax you an Interim Accreditation
Approval Letter with an expiration date of 45 days from your current MQSA certificate expiration so
you may continue to perform mammography. The FDA or state certifying body will also send you an
Interim Notice with the same expiration date. If the request is denied, the ACR will fax and mail you a
denied Interim Accreditation Letter. If your request is denied, contact the ACR at (800) 227-6440 for
instructions on how to resume the accreditation process in order to continue providing mammography
services. Finally, the ACR will only accept Interim Accreditation requests if there are 30 days or less
on the facility’'s MQSA certificate.

Q. My facility is not yet accredited with the ACR, and my 6-month provisional MQSA
certificate expires soon. Can | get an Extension to my MQSA provisional certificate to allow
me to legally continue performing mammography?

A. Possi bl y. Under MQSA' s Final Rul es, facilit-ies tha
day Extension to their MQSA certificate from their certifying body (either the FDA or the state) if they

meet certain conditions. In order to be eligible for an Extension, your facility must be

provisionally certified, and you must have already submitted testing materials to the ACR. In

addi tion, you must have adfnamesefdr sibmittihghtbe nAceRd@rys t i me
paperwork and images. You must also provide written evidence that there would be a

significant adverse impact on access to mammography in the geographic area served if you

did not obtain an extension.

Contact the ACR to obtain an Extension Request form. Complete all requested items on the form
including providing the reason why an Extension to your MQSA certificate is being requested, the
steps you have taken to achieve accreditation, and the evidence that there would be a significant
adverse impact on access to mammography in the geographic area served if you did not obtain an
extension. (If testing materials have not been submitted, your facility must provide reasons why you
could not submit testing materials.) Fax the form to the ACR as instructed. (The final decision
regarding approval or denial will be made when the facility has 14 days or less on their MQSA
certificate.) After the Extension Request form is received at the ACR, we will forward your request
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with our recommendation to your certifying body. Once the decision to approve or deny the Extension
request is made by your certifying body, they will typically fax, and then mail, a letter of the approval
or denial to the facility. If approved, your certifying body will send you a 90-day MQSA certificate
shortly after the approval has been granted. If your request is denied, contact the ACR at (800)
227-6440 for instructions on how to resume the accreditation process in order to continue providing
mammography services.

Annual Updates

Q. What is an Annual Update?

A. The Annual Update is a preprinted form sent by the ACR to each facility on its accreditation
anniversary. The form contains information (e.g., address, lead interpreting physician/supervising
radiologist, etc) per t i nent t o t he flustcmakeianyynécessary carrecgodsitd thet i o n .
information and return the form. The FDA requires the ACR to request updated information annually.

Validation Film Checks

Q. My facility received a Validation Film Check but no mammography examinations were
performed on the assigned date. Can we disregard this?

A. No. Under the Food and Drug Administration’s Qual
went into effect April 28, 1999, the ACR Mammography Accreditation Program is required to conduct
“random clinical impla of éacilities 1 imenitos and dssess theiracompliance with
standards established by the body for accreditation.’

You should contact the ACR Mammography Accreditation Program Information Line at
(800) 227-6440 for further instructions if your facility cannot comply with the terms of the Validation
Film Check.

Q. Will afacility lose its accreditation as a result of a failed Validation Film Check?

A. In most situations, no. If a facility receives a deficiency report for a Validation Film Check, they

must submit a corrective action plan to the ACR within 14 calendar days of the report. All
documentation showing completion of the corrective action plan is due to the ACR within 60 days of

the deficiency report. Following this, the facility must participate in a repeat Validation Film Check (or
undergo early accreditation renewal if there is | ess
to demonstrate that they have adequately corrected the identified problems.

Loaner and Demo Units

T A loaner unit is one that a facild@
undergoing in-house or off-site repair.

1 A demonstration unit is any unit a facility obtains from the manufacturer for
use on a temporary basis either to determine whether the unit meets their
needs before deciding to make a purchase or to use while awaiting
delivery of a new unit.

Q. Our mammography unit is being sent out for a major repair. We are temporarily installing a
loaner unit. Are there any accreditation requirements for a loaner mammography unit?

A. The facility must submit a letter to the ACR signed by the lead interpreting physician or
president/CEO documenting that:
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They have a loaner unit

The reason for the loaner

The estimated date when it will be replaced by the permanent unit
The loaner unit manufacturer, model, and serial number

e e N

A qualified medical physicist must perform an Equipment Evaluation (as required by MQSA) after the

loaner unit is installed and beforei t i s put i nto service. The facilit
Mammogr aphy QC Test Summary and t M@SARegurenteatsforPhy si c
Mammography Equipment to the ACR. Once received and reviewed, the ACR will send the facility a

response letter acknowledging receipt of notification and compliance.

y r
i st

A loaner unit may not be used for more than 30 days without applying for ACR accreditation. (This
period may be extended for up to 90 days upon written verification from a repair service that there is
legitimate cause for repairs to exceed 30 days.)

When the repaired unit is returned and reinstalled, a qualified medical physicist must perform an
Equipment Evaluation (as required by MQSA) before the old unit is returned to service.

Q. Our mammography facility is using a demo unit for several weeks before deciding whether
to purchase it. Are there any accreditation requirements for a demo mammography unit?

A. The facility must submit a letter to the ACR signed by the lead interpreting physician or
president/CEO documenting that:

1, They have a demonstration unit in place.
2. The loaner unit manufacturer, model and serial number of the demonstration unit.

A qualified medical physicist must perform an Equipment Evaluation (as required by MQSA) after the

demonstration unit is installed and before it is put into service. The facility must submit the Medical
Physicist’s Mammography QC Test SummarMQSAnd t he Medi c
Requirements for Mammography Equipment to the ACR. Once received and reviewed, the ACR will

send the facility a response letter acknowledging receipt of notification and compliance.

The facility is required to maintain compliance with all routine quality control tests and frequencies as
defined under MQSA. A facility may use a demonstration unit for no more than 90 days without
applying for ACR accreditation.

If the facility purchases the demonstration unit after evaluation or finds that it needs to continue to use

the demonstration unit for more than 90 days, it must proceed with accreditation. The required
accreditation process wil/| be determined by the amou
Call the ACR for assistance specific to your situation.

Q. Must | accredit my loaner or demonstration unit if it is in place more than 90 days?

A. Yes. If the loaner or demonstration unit is going to be in place more than 90 days, and the facility
has more than 13 months left on its MQSA certificate, the temporary unit must either undergo full
testing following the instructions in the New Unit Addendum or give up its current MQSA certificate
and accredit the temporary unit (and any other active units) with the New Unit Reinstatement process.
If the facility that has less than 13 months left on its MQSA certificate, the facility must renew its
accreditation early with the temporary unit in addition to any of the other mammography units in use
at the facility. In all cases, the temporary unit must undergo clinical and phantom image quality testing
as part of this accreditation. Call the ACR for assistance specific to your situation.
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Q. My loaner/demonstration system is digital. We are currently only accredited for screen-film
at my site. Will CMS reimburse us at the higher digital rate for exams performed with the
digital system?

A. If a facility chooses to use the FFDM unit as a demonstration unit without starting the
accreditation process, reimbursement may become an issue. The Center for Medicare and
Medicaid Services (CMS) will not reimburse for FFDM examinations until the FDA has received
notification that a facility has applied for accreditation of a FFDM unit. In these cases, the ACR
recommends that facilities start accreditation on the temporary FFDM unit so that they may be
reimbursed at the higher digital rate.

The 1999 ACR Mammography QC Manual

General

Q. Does the ACR require a facility to meet all of the performance criteria specified in the 1999
ACR Mammography Quality Control Manual in order to pass accreditation?

A. Under the MQSA Final Rules, the ACR cannot require facilities to meet accreditation standards
that differ from MQSA regulations. That means the ACR Mammography Quality Control Manual is not
a regulatory document; it is a guidance document. It contains recommendations on how things should
be done for quality improvement as well as to meet MQSA regulations, clearly differentiating between
what is required by the FDA and performance criteria that are suggested by the ACR (guidelines).
Although facilities must only meet FDA requirements to be accredited, the ACR recommends that
facilities consider implementing the guidelines to further improve the quality of their mammography.

Q. How can | access the quality control forms from the 1999 ACR Mammography Quality
Control Manual on the ACR Web site?

A. The Technologist’s QC Charts, the Medical Physicist
Analysis Forms and the MQSA Requirements for Equipment form are available in the accreditation
section. The technologist’'s formal apbybsncasWosdf &b mm:
You must download the files as follows to your own computer (or disk) in order to use them:

1. From www.acr.org, right click on “ACCREDITATI ON”

2. Click on “Mammography”

3. Click on ndle®Q iFogr nas”

4, Select the form under “Radiologic Technologist’s
5. Onthepop-up menu, click “open” to print the form i mm

the file should be downloaded.
Q. Can all technologists contribute to performing QC?

A. Yes, but 1 technologist must be assigned the responsibilities of quality control. Other qualified
individuals may perform specific QC tests but they must be reviewed and evaluated by the
designated QC technologist. The designated QC technologist is responsible for ensuring that tasks
are done properly by standardizing test methodology, reviewing all data, overseeing repeat testing
before calling the medical physicist or service personnel, etc. (see page 121 of the manual).

Q. How long must we maintain our QC records?

A. FDA rules require that quality control records be
would verify compliance or until an individual test has been performed 2 additional times at the
required frequency, whichever is longer. Verifying compliance implies that if QC records for a given
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test were found to be deficient and the facility was cited during an annual inspection, these records

must be kept until the facility correcansthatrbcerdspr obl em
for semiannual tests may have to be kept longer than the period between 2 successive annual

inspections, and records for annual tests must include the most recent 2.” (See EDA's Policy

Guidance Help System.)

The FDA requirements for mammography QC test image retention are outlined in the following table:

QC Images Retention
Daily QC previous 30 days
Weekly QC previous 12 weeks
Monthly QC until the next annual inspection has been completed and FDA has

determined that the facility is in compliance with the quality
assurance requirements

Quarterly QC until the next annual inspection has been completed and FDA has
determined that the facility is in compliance with the quality
assurance requirements

Semi-annual QC tests until the next annual inspection has been completed and FDA has
determined that the facility is in compliance with the quality
assurance requirements or until the test has been performed 2
additional times at the required frequency, whichever is longer

Annual QC tests not required by FDA; the ACR recommends that images
documenting test failures be provided to the facility to assist them in
making corrective actions

Mammaography not required by FDA; the ACR recommends that images
Equipment Evaluations documenting test failures be provided to the facility to assist them in
making corrective actions

Individual state laws may impose more stringent requirements for QC record retention. Facilities
should check with their state for any requirements.

Q. How should we cite the 1999 ACR Mammography Quality Control Manual in articles and
books?

A. Cite the manual as follows:

Hendrick RE, Bassett L, Botsco MA, et al. Mammography Quality Control Manual, Reston, Va:
American College of Radiology; 1999.

The Accreditation Phantom

Q. Must the disc be placed in a specific location on the phantom for the weekly screen-film
phantom QC and density difference measurement?

A. Inthe 1999 ACR Mammography Quality Control Manual, the ACR recommends placing the disc
between and slightly below the first and second largest fibers. However, any location is
acceptable as long as it is in a consistent location in the image area so it will not obscure details in
the phantom and where it cannot cast a shadow on any portion of the AEC detector. With current
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equipment, significant variability in film optical density can result from placing the disc along the

central anode-cathode axis, where a varying fraction of the AEC detector area might be covered by

the disc’s shadow, dependi ng Tooensure¢ domsistgnoysglué suchmas of t he
“Super Gl ue” may be used to attachnasloreg aditdoesnger manen
produce artifacts.

Q. Occasionally, | see a linear artifactual structure in the image that looks like a partial fiber.
How should | deduct from the fiber score?

A. Subtraction is a penalty against the phantom score to reflect the presence of disturbing artifacts
that could interfere with detection or diagnosis on clinical films. This is why we deduct from the fiber
score for artifactual structures larger than or equal to the last scored fiber, even though they would
not be confused with the last scored fiber.

If the artifact is at least as apparent with a diameter at least as large as that of the last fiber scored
and the artifact has a fiber-like, rather than a mass or speck-like shape, deduct the artifact from the
raw score as follows:

91 If the last fiber being scored is seen as a whole fiber and the artifact is seen as essentially a
full fiber (at least 75%) then deduct 1.0.

1 If the last fiber being scored is seen as one-half of a fiber and the artifact is seen as at least a
half fiber then deduct 0.5 for a fiber-like artifact.

1 Do this even if the artifact has a larger diameter than the last fiber scored. The normal rule
that the deduction is only from the last fiber scored still applies. For example:

Fiber Scores
Raw Corrected
5 4
4.5 4
4 3

Q. In scoring the phantom image, the image of the smallest visible fiber does not appear to
be intact; it appears to have a single, tiny break in the middle. However, the entire length of
the fiber is visible. May | score this fiber as a whole fiber?

A. Maybe. The phantom image review instructions say to:

“Count each f i bdulllermgth of the fiber is migible iarfd thé lbcation and orientation are
correct. Count the fiber as 0.5 point if not all, but more than half, of the fiber is visible, and its location
and orientation are correct."”

In general, fiber images with breaks mean that the entire length is not visible and they should not be
given the full point. However, if there is only 1 break in the fiber and the break is smaller than the
width of the fiber, you may give it a full score as long as the full length of the fiber is visible.

Q. In scoring the fibers in the phantom image, 1 of the fibers is almost entirely visible but not
guite. May | score this fiber as a whole fiber?

A. Maybe. The phantom image review instructions say to:

“Count each f i bdulllemgth of the fiber is midible iarfd thé lbcation and orientation are
correct. Count the fiber as 0.5 point if not all, but more than half, of the fiber is visible, and its location
and orientation are correct.”’
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Because of the small variability that may occur in the length of the fibers within any phantom, some
leeway is allowed. You may score a fiber as a full point if its visible length is within £2 mm of the
length of the largest fiber. If the fiber image is shorter than 2 mm of the length of the largest fiber
(but is longer than 50%) you must score it as 0.5 point.

Q. | see artifactual specks that are larger than the size of those in the last scored speck
group. How should | deduct these from the speck group score?

A. Again, subtract these, one for one, from the specks in the last scored group to reduce the score.
Subtract if the speck is at least as apparent (i.e., at least as bright as and of equal or greater
diameter to the specks in the last scored group). Only subtract from the speck(s) seen in the last
scored group (with either a full score or 0.5). Do not subtract for artifacts that are obviously due
to dust or emulsion pickoff and are much brighter than a speck would be. The example in the
table is given for 1 and for 2 artifactual specks.

Speck Group Scores
Corrected Corrected
Specks Seen Raw (deduct 1 speck) (deduct 2 specks)
5in 4" group 4 4in 4" group = 4 3in 4" group = 3.5
4 in 4" group 4 3in 4" group = 3.5 2in 4" group = 3.5
3in 4" group 35 2in 4" group = 3.5 1in 4" group = 3
2in 4" group 35 | 1in4"group=3 0in 4" group = 3

Q. | get a different answer depending on how | view the masses. What is the standard
approach?

A. For scoring purposes, the masses should be viewed without a magnifier. A viewing distance of
greater than 18 inches is suggested.

Q. When scoring the objects on the phantom image and looking for background artifacts that
you would deduct from your total score of a group, do you look for artifacts for a group of
objects over the entire wax insert or just in the area of that group of objects? The examples on
pages 176-180 give you the idea you only look in the general area of the group of objects you
are counting but the text in the “Data Analysis and Interpretation” section refers to the “area
of the wax insert.”

A. Artifacts should be deducted if they are seen anywhere in the area of the wax insert as described
in the Data Analysis and Interpretation section of this test. The drawings only show a small area of
the phantom image to focus on the test object that is under discussion.

Q. Do | have to compress the phantom to a 4.2 cm thickness? | really cannot do this without
damaging my paddle.

A. No. The phantom represents a compressed breast thickness of 4.2 cm. Just lower the paddle so
it just touches the phantom. See page 169 of the manual.

Q. How do | establish new operating levels for phantom controls? | can find reasons to
establish new phantom operating levels in the ACR QC Manual but not how.

A. The FDA has an article on Establishing and/or Changing the Phantom Image Test Operating
Levels on their website. Be sure to consult with your medical physicist regarding your specific
situation.
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Q. On pages 171 and 173 of the current mammography quality control manual, the mAs graph
of the Phantom Control Chart indicates a permissible variance of +15%. The y-axis of the
graph indicates a variance of £15 points, but no units are given. Is this intended to be +15% of
the baseline mAs or £15 mAs?

A. The intent was to have the mAs remain as close to £15% as possible but also to make this data

as easy as possible for the QC tech to plot. Assuming that most mAs values obtained with the

phantom will be around 100, the £15% will be equal to 15 mAs (85 mAs to 115 mAs). If the
phantom’'s baseline mAs i s 9 6tol1lG3.b mAks. Thidis horelifficubfores 76 . 5
the tech to plot on graph paper with 10 divisions per grid. Using +15 mAs (75 mAs to 105 mAs) in this

case will be easier for the tech to plot and still provide reasonable control limits. With very low or high

baseline mAs values, the upper and lower levels should be modified to be as close to +15% as

possible but still make it easy for the staff to plot.

Finally, the £15% is not a MQSA or ACR requirement but is an ACR recommendation to help facilities
determine possible causes for density changes on the phantom image.

Radiologic Technologist’s Tests

Q. Why was the value of 1.20 (closest to but not less than) chosen for mid-density in the 1999
manual? Did someone just arbitrarily pick this number? With my sensitometer, the step
closest to this value yields a density of 1.79 or 1.80.

A. On page 151 of the 1999 manual, step 14 calls for the mid-density step to be selected from the
step that is closest to but not less than the one with a density of 1.20. The reason for this is that the
background densities (mid-densities) of most mammograms (both phantom and patient) have been
increasing over the years to take advantage of the higher contrast obtained at these densities. This
may result in the facility monitoring a new step for mid-density. This is a recommendation but not a
requirement for accreditation. ACR recommends that facilities do the following:

1 They can re-establish their operating levels at any time to accomplish this by following the
procedures on pages 150-152 and reading pages 159-160. Be sure to make a note of why
this was done in the remarks section of the control chart.

1 Alternatively, they can wait until they do a crossover and adjust the steps and densities to
meet the guidance in the manual.

You may want t o refer t o t he sensitometer’'s operator’'s [
manufacturer for hel p in adj ust-demgty step densitied arp nos wi t c h e s
excessively high.

Q. For processor QC, can the mid-density and high density steps be the same?
A. Yes.

Q. I noticed in the Processor Quality Control Comments on the last page of our accreditation
final report, that it states, “The ACR Subcommittee on Mammography Physics recommends
that the processor quality control operating levels (“aims”) fall within the following ranges.”
Ranges are then given for the MD, DD, and B+F. | have never seen this before: is this new?

A. No. The ACR Committee on Quality Assurance in Mammography established practices and
standards for QC in screen-film mammography starting with the 1990 version of the original
Mammography QC manual. Since then, it has been updated and revised several times to reflect
improvements in mammographic technology and QC procedures.
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It is necessary to establish operating levels and control limits when a QC program is started. The
operating level is that level that is normally expected. Normally, if the control limits are reached or
exceeded, the test is repeated immediately to confirm the problem. (See page 134 of the 1999 ACR
Mammography QC Manual for more information.)

When establishing processor QC operating levels, as recommended in the 1999 ACR Mammography
QC Manual, the MD step should be the step that has an average density closest to but not less
than 1.20. The HD step should be the step that has an average density closest to 2.20, and the LD
step should be the step that has an average density closest to but not less than 0.45. B+F is
derived from the average of the densities from step 1 or any clear or the unexposed area of the 5
strips used when establishing the processor QC.

When doing the daily processor QC, MQSA requires that the B+F density shall be within +0.03 of the
established operating level, the MD shall be within £0.15 of the established operating level, and the
DD shall be within £0.15 of the established operating level.

The information provided in our final report, under Section IV, which you are referring to reflects the
above information. As indicated in this particular section, the ranges shown are recommendations for
processor QC operating levels. Therefore, because the recommended range for B+F is < 0.25, with a
control limit of +0.03, the B+F could be 0.28; although that is on the high end of the control limit and
should be investigated. As you may have already noticed, even though you find in the latest version
of the QC manual that the MD should not be less than 1.20, with today's newer, faster mammography
film, the MD can be much higher. The reason for this is that the background densities (mid-densities)
of most mammograms (both phantom and patient) have been increasing over the years to take
advantage of the higher contrast obtained at these densities.

Q. The processing chart no longer shows a daily temperature chart. The small temperature
block at the bottom of the page is not large enough for daily recordings of temperature for 1
month. Is this an oversight or a change in policy?

A. The 1999 manual (like the 1994 manual) does not have a chart for daily plotting of temperature.
The temperature only needs to be measured (and recorded) when establishing operating levels,
when problems are suspected (if points show a trend or go out of limits), or at other critical times,
(e. g., dur i n.dgonfedilm ansl shemistry manufacturers have included a temperature chart
in their control charts. The facility is free to track temperature on a daily basis if staff feels it provides
a benefit to operations.

Q. If we are re-establishing our quality control operating levels and are in the process of
obtaining our 5-day averages, may we perform mammography?

A. Yes. We recommend that you continue to monitor and plot the data from your processor for those
five days using your old chart to check for stability. At the end of the 5 days, determine the new
operating levels and plot the values over the past five days on the new chart. Be sure to note in the
remarks section why the operating levels were re-established.

Q. Do we have to send our sensitometer and densitometer out for preventive maintenance? If
so, how often?

A. The ACR manual recommends that you follow the manufacturer instructions for preventative
maintenance and calibration of these devices. See page 158.

Q. If our sensitometer is out for repairs, may we still use the processor to develop
mammography films?
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A. Yes. The FDA has approved an alternative standar
2 weeks in this situation. Under the alternative standard, processor performance is considered
satisfactory if:

1 The optical density of the film at the center of an image of a standard FDA-accepted phantom
is at least 1.20 when exposed under typical clinical conditions

1 The optical density of the film at the center of the phantom image changes no more than
+0.20 from the established operating level

1 The density difference between the background of the phantom and an added test object,
used to assess image contrast, is measured and does not vary by more than +0.05 from the
established operating level

In addition:

1 To evaluate base + fog, an additional measurement of density must be made, either of a
shielded portion of the phantom image film or of an unexposed film. In accordance with 21
CFR 900.12(e)(1)(i), the base plus fog density must be within + 0.03 of the established
operating level

This alternative test must be conducted “ each day <clinical films are proc

of clinical films. ™ Al results must be recorded and

part of the alternative test, the problem must be corrected before processing is resumed.

Q. What if our densitometer is out for repairs? May | still perform mammography?

A. No. Without a densitometer, you cannot measure the optical densities or degree of blackening of
film. The daily QC is required to be conducted prior to processing patient films. No alternative is
currently available to verify processor performance without a densitometer. If your facility plans to use
a loaner densitometer, reintroduce one into service after repair/calibration, or obtain a new
densitometer, you should contact your medical physicist for assistance on how to proceed.

Q. Why, how, and when do you perform the crossover procedure?

AL The purpose of the crossover procedure is to “recal
different sensitivity of thef i | m emul si on of the new QC film compar ec
weighing yourself on one bathroom scale that gives your true weight, and another one that reads high
by2pounds..you would adj ust 2pobnes tsread tha cbrrest wvaduk.eWhdno wn

your box of QC film is almost empty (at least 5 sheets left), the crossover procedure should be

performed using film from both the old and new boxes. The control chart is then adjusted to

compensate for the differences. This procedure should be performed on the same day. See page 161

of the 1999 manual for detailed instructions.

Q. Do Istill need to do a crossover if the new batch of film has the same emulsion number as
the old batch of film?

A. Yes. A crossover needs to be performed whenever a new box of film is opened. Even though the
new and old batch of film have the same emulsion number, film aging and storage conditions can
affect the sensitometric characteristics of the film.

Q. In our version of the 1999 ACR Mammography QC Manual, the processor QC chart is
missing a line (9 instead of 10). Will corrected versions be mailed out to all facilities?

A. The ACR is aware of the processor chart error. Corrected forms are available and can be printed
from our Web site.
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Q. There is a mistake on Page 211 of the QC Manual. The performance criteria for fixer
retention of the second paragraph reads “if the stain indicates that there is more than 0.05

Sg/m2 residual hypo in the film, the test should be repeated.” In the paragraph above, it states
“0.05 g/m°.0 Which is correct?

A1t shoul d $@ypothparagtphs.g/ m

Q. On page 205 of the Radiologic Technologist’s Section, there’s an example of a completed
Mammography Report — Reject Analysis form. The numbers and percentages in the “Repeats”
and “Rejects” columns appear to be reversed. (The number of repeats is larger than the
number of rejects.) Is this an error?

A. Yes. The repeats should be the sum of items 1-11 (23) for a percentage of 1.9%; the rejects
should be the sum of all the rows (1-14) for a percentage of 3.2%.

Q. The 1999 ACR Mammography Quality Control Manual and the FDA regulations state that
“the maximum compression force for the initial power drive shall be between 111 newtons (25
pounds) and 2000 newtons (45 pounds).” Does this mean | should be using between 25 and 45
pounds when | compress the breast during mammography?

A. No. The regulations do not require that this amount of compression be used for each

mammogram but rather that your mammography unit be capable of providing this maximum amount
of compression force.

Medical Physicist’s Section

Q. On our mammography unit, the collimation on the anterior side of the film results in a
much greater “white gap” than the -4% allowed by the ACR Performance Criteria. The
equipment manufacturer’s service representatives say they cannot decrease the size of that
white gap to meet the ACR criterion. What is the purpose of that criterion and is it a
requirement?

A. On page 236 of the manual ACR is recommending that the field not be within -4% SID on the

anterior side of the film. The purpose is to minimize the amount of unattenuated light that reaches the
reader’s eyes thatsecann cpaeurscee i a edle ccroena r ast . However,
and not a “requirement” -dporovedaccreditiegdody,avé camanly reqis;e an F DA
for accreditation what is required under MQSA.

Q. This question pertains to the “Deviation Between X-ray Field and Edges of the Image
Receptor” part of the Collimation Assessment test. In the ACR/MQSA part of the action limit,
the form sets the limit as + (plus or minus) 2% of the SID. What is not made clear at this point
is that the MQSA limit is + (plus) 2% and the ACR recommendation limit is - (minus) 2%. As
stated, the implication is that the MQSA rule requires x-ray alignment to the film within +2% of
SID and this is not the case. Is this a mistake?

A. Yes. The + sigh under ACR/MQSA Action limit should be a plus (+) sign only. (Hopefully, readers
will figure this out si nrafielderozedsiemdgefr ¢ heptte@rs.t.” slaty's:
“exceed” some’t hdingn .w)i tThhias “has been correctdd in the

Q. | am having difficulty performing the artifact test on a mammography system using a film
processor with a daylight loader. The 1999 ACR Mammography Quality Control Manual
specifies that 2 exposed films must be processed orthogonally to each other in order to
differentiate processor-caused artifacts from other causes. How do | do this with a daylight
processing system?
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A. Generally, you cannot. Daylight processing systems will only accept cassettes to unload in one
direction. Furthermore, attemptingto “tr i ck” the system by |l oading an 1
24 x 30 cm cassette may result in error messages or jam the system. Remember, the purpose of this
maneuver is to help you localize the source of the artifact. Fortunately, many processor-caused
artifacts have characteristic appearances (e.g., roller marks, pi lines, runback, etc.). If you cannot
readily identify the artifact based on its appearance, try sequentially removing (or changing) various
components of the x-ray system (such as the filter, compression paddle, bucky, or cassette) to see if
the artifact goes away. If there are several mammography units at the facility, you can also check if
the same artifacts appear on all the films. If they do, the processing system is most likely the cause.
Finally, check with the daylight loader/processor manufacturer for any recommendations for this test
that are specific to their unit.

Q. Is the wording about screen uniformity on page 308 of the 1999 ACR Mammography
Quality Control Manual wrong? It reads that if the standard deviation of control cassette
densities is less than 0.05, and the density range exceeds 0.3, then corrective action is
needed. Are we then to assume that if the standard deviation of control cassette densities is
greater than 0.05, but the density range exceeds 0.3, then corrective action is NOT needed? |
think the action limit means to say that the standard deviation should be less than 0.05, and
the density range should be less than 0.3. Is this correct? Should this say, “If the standard
deviation of control cassette densities is greater than 0.05, or the density range exceeds 0.3,
then corrective action is needed”?

A. Both the 1994 and the 1999 manuals are correct. This test is designed to evaluate the uniformity
of the screens and cassettes. However, the procedure is only valid if the processing and x-ray
generator remain constant. If the standard deviation of the control cassette densities exceeds 0.05, it
means that there is another problem not associated with the cassettes. This variability should be
evaluated and reduced before the cassettes are evaluated. (See page 247 under Data Analysis
and Interpretation.) Corrective action on the cassettes should only be taken if the standard deviation
of the control cassette does not exceed 0.05 and the optical density exceeds 0.03. In other words,
don’t bl ame t he xcagusnita pracessor problem. t ' s an

Q. Our Siemens unit has 49 density settings, from -24 to +24 in steps of 1. If | test at the
station -3, -2, -1, 0, etc., it would fail since neither the mAs nor the optical density increase by
12-15%, nor the optical density by 0.15, but a much smaller number. Siemens has
recommended that | test at the stations -12, -8, -4, 0, +4, +8, +12 in order to get the above
increments in mAs and optical density. Is it OK for me to jump up the density stations in steps
of 4? The ACR manual specifies that the test be performed at each integer density setting.

A. The intent of the ACR recommendation was to ensure that there are fine enough steps in density
control to make small adjustments to film optical density. The Siemens recommendation for testing is
acceptable.

You should also note that the density control test you describe is hot an MQSA requirement. It is ACR
guidance and applies to most of the equipment that was in use at the time the QC manual was
published. The ACR does not require that facilities meet our guidance/recommendations to pass
accreditation. However, they must meet MQSA requirements/regulations.

Q. According to the 1999 manual, the luminance of viewboxes for mammography must be
3000 cd/m? (nit). Is this a requirement or a recommendation?

A. This measurement or performance criterion is not r
required for ACR accreditation. This test is recommended to ensure viewboxes have adequate

luminance to view the high-density mammograms that are commonly recommended. See the Medical
Physicist’s Mammography QC Test Summary and page 290
Also note that, based on more recent data, the 3000 cd/m® recommended in the 1999 manual has

been reduced from the 3500 cd/m?® recommended in the 1994 manual.
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Q. Although the text in step 6 on page 287 states “take the following illuminance
measurements with the viewbox lights of the viewbox being evaluated turned OFF,” figure 13
on page 289 specifies that illuminance “measurements should be made with the viewbox
lights ON.” Which is correct?

A. Figure 13 is in error. The capti on switotbelvewboxead, “ m

lights OFF."”

Q. The ACR-recommended performance criterion for illumination levels in a reading room is
50 lux. This seems high. Is it correct?

A. On page 288 of the QC manual, it st ataor preférablye
| e s #Much more is known now about the importance of low ambient lighting than at the time the
manual was written. Even though the authors could not specify a lower number at the time, they did
indicate that they would prefer the illuminance to be less than 50 lux.

Breast Imaging Centers of Excellence
Q. What does “Breast Imaging Center of Excellence” mean?

A. The Breast Imaging Center of Excellence (BICOE) designation is awarded by the American
College of Radiology to breast centers that demonstrate excellence in imaging by earning
accreditation in all of ACR’'s voluntary breast
to the mandatory Mammography Accreditation Program.

Q. What programs are included in order to earn the designhation?

A. In order to be designated a Breast Imaging Center of Excellence, a center must be fully
accredited by the ACR in Mammography, Stereotactic Breast Biopsy, and Breast Ultrasound,
including ultrasound-guided biopsy. A facility accredited in Mammography by an FDA-approved state
accrediting body (i.e., Texas, Arkansas or lowa) may also be part of an ACR Breast Imaging Center
of Excellence.

Q. How is the BICOE designation acknowledged?

A. The ACR awards a certificate that identifies the breast center as a Breast Imaging Center of
Excellence. All BICOE facilities are also designated with a special symbol on the ACR website, which
clearly indicates those centers receiving this distinction.

Q. How do we apply for the certificate?

A. The ACR will send a Breast Imaging Center of Excellence certificate to each center which fulfills
the above requirements. This should happen once all criteria are met if a facility is accredited in
mammography by the ACR and stereotactic breast biopsy and breast ultrasound accreditation are
l'isted under the same name and | ocation. | f a
different names, different addresses, or if the mammography program is accredited by a state body,
the certificate must be requested from the ACR. You should contact the ACR if you think you should
have received your certificate but did not.

Q. Is there afee for this program?

A. No. The ACR will issue a single certificate with this designation. No fee is required. If additional
certificates are desired, there is a small fee.
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Q. Is there atime limit on the designation of a BICOE?

A. No,bafacility's Breast l maging Center of Excell ence
the center remains accredited in all required breast imaging services. If the center neglects to renew

any of its accreditations or fails during renewal, the ACR will notify the center that it no longer has the

BICOE designation and that the ACR BICOE certificate must be removed from public display. The

BICOE seal willno longerappear next to the facility’s name on the /

Q. Will the ACR’s new Breast MRI Accreditation Program be required for the BICOE
designation?

A. In the future, ACR may require accreditation in breast MRI in order to hold the Breast Imaging
Center of Excellence designation. However, this may not be for several years.

Q. What about expanded audits and the National Mammography Database?

A. These are not currently part of the Breast Imaging Center of Excellence program but may be in
the future.

Q. Where can | get additional information?

A. Visitthe ACR web site at www.acrorgand c¢l i ck on “Accreditation”. Ther
Breast Imaging Centers of Excellence and other ACR breast accreditation programs.
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