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Overview

» ACR Topics
* Requirements Today

* What’s Coming For Tomorrow

MQSA - Who's Who

The Law:
Mammography Quality
Standards Act (MQSA)

The Regulator:
US Food and Drug
Administration (FDA)

The Accreditation Bodies: The Inspectors:
(ACR, TX, IA, AR) States




In ction
* 4 Accrediting Bodies (AB’s)
« ACR
Arkansas
lowa
Texas
» 12 approved Mfr’s

» ~31 FDA approved units

US Mammography Facilities and Units
(October 1 each year)

1n 2000
ﬁ 12,956 units
X - 9933 facilities
As of 7/1/15
14,737 units at
8,741 facilities

a2 Units -3 Faciites

Increase in units by
1,781
Drop in facilities by
1,192
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MAP REASONS FOR UNIT FAILURES - 1st ATTEMPT 2013

Clinical + Phantom = Clinical Only = Phantom (no clinical) = Only Dose




ACR Breast Imaging Centers of Excellence
BICOE

A center must be fully accredited in:
— Mammography by ACR (or FDA-approved state
accrediting body)

— Stereotactic Breast Biopsy by the ACR

— Breast Ultrasound by the ACR (including the
Ultrasound-Guided Breast Biopsy module)

— Breast MRI ( )

ACR Breast Imaging Centers of Excellence
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American Callege of Radiology




Stereo Credits for MP’s

Q. In order to obtain inui i credit for ic breast biopsy, must the
be specifically desi ic breast biopsy?

DBT Credits for MP’s

U.S. Food and Drug Administration
Protecting and Promoting Your Health

Frequently Asked Questions about DBT and MQSA
Training Requirements

under MQSA?

Q. s digital breast (0BT)a

tenens

.o the recently graduated 0y fellows,
services,




Q. What are the “unique features” of a particular DBT system?

Status of Prior Training

Q. Whatis the status of training received prior to the FDA approval of the GE and Siemens DBT systems?

FDA DBT
Approval Process

for

MOSA Facilty Ceriication Extension Reqirements
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FDA DBT

b, Receptor Model

Approval Process
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FDA DBT
Approval Process B

aoproval) must be ncluded when submicing ap

MQSA fial regultion 21 CFR 9001205, is et

(0 pronibited Equipment
() Specifically Desigped for Mammography
5) Motcn of Tube-Image Receptor Assembly

Filds
(6 Mapnificaton

D Focal Spot elcton
() Compres

(9) Techniaue Facor Selcton ad Display
(10) Automatic Exasure Contol

b.The suls
MQSA fie regultons 21CFR 900,12}

(00) Compression Device Pertormance.
()0 Automaic Expoure
Kilouotage Pesk Accurcy and Reprcs

sytem used) (50 Dosimery
(i) X Ray FelLight feimagereceptcrComprssion pacle alignment
(50 System Arfacts
(9109 Raditon Output

‘Control Tests - Other Modaliies (Facilies must perform al DBT manufacturer recommended

o ar e =

T mai st o e s sty g

RO AR RRR BT S e S
iy ot e
pliae

Dateofthe MEE
- Name and adores of the pysics() who performed the MEE

FDA DBT
Approval Process R

T DR Mamaiacturer's Quatiy Control Program

b Yearpublisred
Revison umbe, f ot th riinel.

[ s BT it ]




Qualited Personnel

FDA DBT (

PERSONNEL QUALIFICATIONS. INTERPRETING PHYSICIANS WHO ARE QUALIFIED

Ap p roval P rOCE‘SS TO INTERPRET DBT MAMMOGRAMS

List the cument inerprting physicans who:

(hmectan 21 CER900.1 2K 1) s Finsl
Rl that b efective o Api 25, 1999; 1

2 have  hours f il newmodslty siing in DT, it ncling or supplemented by
rining inth uique eaurs f th speciic manufscturer's DBT sysem,

MOSA mpections

( Radtos s )

PERSONNEL QUALIFICATIONS: RADIOLOGIC TECHNOLOGISTS WHO AR
QUALIFIED TO PERFORM DET MAMMOGRAMS.

List the curent rdiologic shnologiss who:

21 CER 9001263 .
Rule ht ecame eflectveon Aprl 25, 1999 and

2 have  Bours f il new.modalty raiing in DB, it incling or supplemnted by
raining inthe uique esurs of the pecific manufcturer's DBT system.

FDA DBT
Approval Process
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Before You Begin

» Qualifications
Initial
* Master’s or Bachelor’s Pathway’s
« Board Certification
« 8 hours of training in mammography (e.g. digital)
— Continuing Experience
« 2 Facilities & 6 Units over a 24-month Period

* 15 CME’s in mammography in a 36-month period

Introduction

* ACR Accreditation

Program

MEDICAL PHYSICIST'S MAMMOGRAPHY OC TEST SUMMARY
Full-Field Digital | Manufacturer




* ACR

Accreditation

Medical Physiciat’s Recommendations for Qualty improvement

Program

Introduction

MEDICAL PHYSICISTS CHECKLIST
MOSA REGUIREMENTS FOR MAMMOGRAPHY EQUIMENT

Introduction

+ Golden Rules
— Still must use Manufacturer’s QC Manual
« May refer to Monitor & Printer Manufacturers’ QC
» Multimodality Workstations may have own separate QC

* Printers may have their own QC




Introduction

Tips from ACR

— Always get latest version of ACR Summary Forms from Web
— Verify you’re using correct Mfr QC Manual version

— Record the correct Mfr QC Manual version on your report

— Make sure you perform all tests in the Mfr QC Manual!

ACR FFDM Phantom Prototype

Image of Entire Phantom

Serial Number

*Note: Gray dot in lower left comer of wax insert is an artifact due to a bubble in wax insert.

10



Wax Insert

Expanded view of Wax Insert

Pass Criteria:
Equivalent to SFM Phantom:

Pass——

2 Fibers, 3 Specks, 2 Masses
4 Fibers, 3 Specks, 3 Masses
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The ACR DM Phantom

e Summary

Permits testing of the MQSA 3.0 mGy dose limit (Single CC view) — Similar
thickness and dose

subtraction for artifacts

Add “Fail” for artifacts _
New pass/fail criteria fi

-4,33> 23,2
— **But, objects are the same (effective) size as SFM Phantom
Can be used on both SFM & FFDM (.... Important b/c of CR)
Build on experience of QC techs and physicists at ~8,700 US facilities who

already know how to use and score the existing phantom (~24,000 Techs)

Test
Number

Technologist QC Tests

Name Minimum Frequency Required Corrective Action
ACR DM Phantom Image Quality Weekly Before Clinical Use
CR Cassette Erasure (if applicable) Weekly Before Clinical Use
Visual Checklist WMonthly As noted on form
Acquisition Workstation (AW) Monitor QC Monthly 30 Days or Before Use for
Severe Artifacts
Radiologist Workstation (RW) Monitor QC Wonthly 30 Days or Before Use for
Severe Artifacts
Film Printer QC Wonthly Before Clinical Use
Viewbox Cleanliness (if app) Wonthly Before Clinical Use
Facility QC Review Quarterly. Not Applicable
Compression Force Semiannual Before Clinical Use
Manufacturer Detector Calibration (If Applicable) ~ Per Mir Recommendation Before Clinical Use
Optional - Repeat Analysis As Needed Within 30 days after analysis
Optional - System QC for Radiologist As Needed 30 Days or Before Use for

Severe Artifacts

Optional - Radiologist Image Quality Feedback As Needed Not applicable

Management Forms
ACR Technique and Procedures Summaries.
Corrective Action Log
Facility Offsite Display Locations
Digital Mammography Unit QC Summary Checklist
Facility Display Device QC Summary Checklist

8. Facility QC Review uarerty

Tech Tests —

1 Rview Medtca Physics Surveysand Resuts

e

3. Roviow and verty comletion o l “Corectve Actlon

7. Past and utrssenvics o senics upgrades discuss (166
8. Past and utrs St ancio MGSA inspactons discussed (1307
5. Past and future ACR Accrsatonsues iscussed 197}
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Facility Offsite Display Locations

Tech Tests

T B R

Facility Display Device QC Summary Checklist

Radtage Tecmoigt Sacton

Medical Physicists QC Tests

Test# Name
1 Mammography Equipment Evaluation & MQSA Requirements
2 ACR DM Phantom Image Quality
3 Spatial Resolution
4 Automatic Exposure Control System Performance
5 Average Glandular Dose
6 Unit Checklist
7 Computed Radiography (If Applicable)
8 Acquisition Workstation (AW) Monitor QC
9 Radiologist Workstation (RW) Monitor QC
10 Film Printer QC
u Evaluation of Site’ s Technologist QC Program
12 Evaluation of Off-Site Technologist QC Program (If App)

MEE or Troubleshooting Test
Beam Quality (Half-Value Layer) Assessment

kVp Accuracy and Reproducib

y
Collimation Assessment
Ghost Image Evaluation (Troubleshooting only)

Viewbox Luminance (Troubleshooting only)

Minimum Frequency. Req’d Corr.Action
MEE Only Before Clinical Use
Annual Before Clinical Use
Annual Within 30 Days
Annual Within 30 Days.
Annual Before Clinical Use
Annual Before Clinical Use**
Annual Before Clinical Use
Annual Before Clinical Use**
Annual Before Clinical Use**
Annual Before Clinical Use
Annual Within 30 Days.
Annual Within 30 Days
Forms

MEE or Troubleshooting  Before Clin or 30 D

MEE or Troubleshooting  Before Clin or 30 D

MEE or Troubleshooting  Before Clin or 30 D
Troubleshooting Before Clinical

Troubleshooting "

Summary Report Forms

Medical Physicist DM QC Summary
Technique Chart (Clinical & Phantom)
Medical Physicist Summary Letter for the Radiologist




MP Tests

MP Tests

MP Tests

2. ACR DM Phantom Image Quality

’?‘ o et e

4. Automatic Exposure Control System Performance

'AEC Thckned) Tracking

I ———
Analysis S st Bt

9. Radiologist Workstation (RW) Monitor QC
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MP Tests

MP Tests

MP Tests

11. Evaluation of Site’s Technologist QC Program

12. Evaluation of Display Device Technologist QC Program

Medical Physicist's DM QC Test Summary

15



What’s Next

Status

e Final draft is in the submission process to the FDA for an
alternative standard under current regulations
— Alternative standard application must include a statement from
MITA that use of the ACR Manual results in substantially the same
clinical image quality as use of the manufacturer’s manuals.
— Alternative standard will allow facilities to use this instead of the
manufacturer’ s manuals

— Potential for ACR QC Manual to be basis for new MQSA
Regulations

End of Presentation

Questions?
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