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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: 

(ACR, TX, IA, AR) 

The Inspectors: 

States 



2 

Introduction 

• 4 Accrediting Bodies (AB’s) 

• ACR 

• Arkansas 

• Iowa 

• Texas 

• 12 approved Mfr’s 

• ~31 FDA approved units 

 

In 2000 

• 12,956 units  

• 9933 facilities 

As of 7/1/15 

• 14,737 units at 

• 8,741 facilities 

 

• Increase in units by 

1,781 

• Drop in facilities by 

1,192  

• 97% are digital 

• Only 446 SFM left 

US Mammography Facilities and Units  

(October 1 each year) 

  2% 

92% 

5% 1% 

MAP REASONS FOR UNIT FAILURES - 1st ATTEMPT 2013 

Clinical + Phantom Clinical Only Phantom (no clinical) Only Dose
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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 (Effective Jan 1, 2016) 
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1224 Total # Breast Imaging Centers of Excellence (home facilities)

# BICOE Color

0

1 - 10

11 - 20

21 - 30

31 - 40

41 - 50

51 - 60

61 - 70

71 - 80

81 - 90

ACR Breast Imaging Centers of Excellence
4/3/15

8 

1,224  
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Stereo Credits for MP’s 

DBT Credits for MP’s 



5 

MQSA Facility Certification Extension Requirements for 

Digital Breast Tomosynthesis (DBT) System 

NOTE 1: Under MQSA, each manufacturer’s Digital Breast Tomosynthesis system is currently 

considered a separate new mammographic modality, and the personnel requirements for new 

modality training apply. 

NOTE 2: In order to use the tomosynthesis portion of the unit, the facility must apply to FDA to 

have its certificate extended to include that portion of the unit. The certification extension only 

applies to the DBT portion of the unit. The facility must have the 2D portion of the unit 

accredited by one of the accreditation bodies already approved to accredit the 2D portion. 

Requirements: 

1: Manufacturers name of FFDM-DBT unit: __________________________________  

2. Facility Status Information 

a. Facility Name and FDA Facility ID Number  

b. FDA Certificate Expiration Date 

c. Current Accreditation Body for the 2D unit 

d. Accreditation Expiration Date 

e. Facility Contact Person for DBT unit 

f. Contact Person’s Title 

g. Contact Person’s Telephone, Fax, E-mail 

h. Facility Address 

i. Facility Owner 

3. DBT Unit Identification 

a. Machine Manufacturer  

b. Machine Model 

c. Year of Manufacture  

d. Serial Number 

1 
 

FDA DBT 

Approval Process 
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e. Accreditation Body Unit Number 

4.  DBT Digital Image Receptor Identification (if interchangeable) 

a. Receptor Manufacturer  

b. Receptor Model 

c. Year of Manufacture 

d. Serial Number (if applicable) 

5. Identification of Printer for Hard Copy Interpretation (mandatory even for facilities 

performing only soft copy interpretation) 

a. Printer Manufacturer 

b. Printer Model   

c. Year of Manufacture  

d. Serial Number 

6. Final Interpretation Review Monitor Identification (if soft copy display is available) 

a. Monitor Manufacturer  

b. Monitor Model 

c. Year of Manufacture  

d. Serial Number 

7. Phantom Identification 

a. Phantom Manufacturer  

b. Phantom Model 

8. Hardcopy phantom image (3D mode) must be included when submitting application. 

9. Personnel Qualifications 

a. Interpreting Physicians who are qualified to interpret DBT mammograms (see 

Qualified Personnel) 
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FDA DBT 

Approval Process 

b. Radiological Technologists who are qualified to perform DBT mammography examinations 

and the manufacturer recommended quality assurance tests (see Qualified Personnel) 

c. Medical Physicists who are qualified to perform equipment evaluations and/or surveys of DBT 

mammography units (Qualified Personnel) 

10. Complete Detailed report of Mammography Equipment Evaluation (MEE) (must have 
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been conducted in accordance with 900.12(e)(10) within the 6 months prior to the request for use 

approval) must be included when submitting application. 

a. Statement that equipment performance, as required under the following sections of the 

MQSA final regulation 21 CFR 900.12(b), is met: 

(1) Prohibited Equipment 

(2) Specifically Designed for Mammography 

(3) Motion of Tube-Image Receptor Assembly 

(4)(iii) Removable Grid (if applicable to the DBT system used) (5) Beam Limitation and Light 

Fields 

(6) Magnification 

(7) Focal Spot Selection 

(8) Compression 

(9) Technique Factor Selection and Display 

(10) Automatic Exposure Control 

b. The results of quality control tests as required under the following sections of the 

MQSA final regulations 21CFR 900.12(e): 

(4)(iii) Compression Device Performance 

(5)(i) Automatic Exposure Control Performance (if applicable to the DBT system used) (5)(ii) 

Kilovoltage Peak Accuracy and Reproducibility 

(5)(iii) Focal Spot Condition (Resolution) (5)(iv) Beam Quality and Half-Value Layer 

(5)(v) Breast Entrance Air Kerma and AEC Reproducibility (if applicable to the DBT 

system used) (5)(vi) Dosimetry 

(5)(vii) X-Ray Field/Light field/Image receptor/Compression paddle alignment 

(5)(ix) System Artifacts 

(5)(x) Radiation Output 

(5)(xi) Decompression (or alternative standards allowed for these requirements) (6) Quality 

Control Tests – Other Modalities (Facilities must perform all DBT manufacturer recommended 

quality control tests including the medical physicist’s tests for Soft Copy Display system) 

c. The results of the phantom image quality tests, including a sample image 

d. If any of the requirements in 8 a, b, or c are not met, submit documentation of successful 

corrective action 

e. If any of the requirements in 8 a or b are not performed, explain why the requirement is not 

applicable 

FDA DBT 

Approval Process 

f. Date of the MEE 

g. Name and address of the physicist(s) who performed the MEE 

11.  DBT Manufacturer’s Quality Control Program 

a. Name of the Quality Control Manual 

b. Year published 

c. Revision number, if not the original  

d. Printing number, if not the original 
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12. Signature of facility contact person for the DBT unit ___________________________ 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

FDA DBT 

Approval Process 
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FDA DBT 

Approval Process 

FDA DBT 

Approval Process 
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* Supporting documentation for these requirements will be checked during annual 

MQSA inspections. 

 

Lead Interpreting Physician Attestation to Staff Personnel Qualifications 

To the best of my knowledge and my belief, the information provided in this document is true 

and correct. I understand that FDA may request additional information to 

substantiate the statements made in the document. I understand that knowingly providing false 

information in a matter within the jurisdiction of an agency of the United States could result in 

criminal liability, punishable by up to $10,000 fine and imprisonment of up to five years, or civil 

liability under MQSA, or both. 

Signature (Lead Interpreting Physician)  _____________________________________________   

Print Name ______________________________________________________________ ______  

Date _________________________________________________________________________  

FDA DBT 

Approval Process 
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• 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 

Before You Begin 

Introduction 

• ACR Accreditation 

Program 

Introduction 

• ACR 

Accreditation 

Program 

Manufacturer 
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Introduction 

• ACR 

Accreditation 

Program 

Introduction 

• MQSA 

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 

 



10 

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! 

 

The ACR FFDM Phantom Prototype 

Image of Entire Phantom 

Serial Number 

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

Expanded view of Wax Insert 

Pass Criteria:                                  2 Fibers, 3 Specks, 2 Masses 

Equivalent to SFM Phantom:         4 Fibers, 3 Specks, 3 Masses 

Pass Serial Number 
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• Summary 

– Permits testing of the MQSA 3.0 mGy dose limit (Single CC view) – Similar 

thickness and dose 

– Eliminate subtraction for artifacts 

– Add “Fail” for artifacts 

– New pass/fail criteria from  

– 4,3,3   2,3,2  

– **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) 

The ACR DM Phantom 

Technologist QC Tests 
Test 

Number Name Minimum Frequency Required Corrective Action 

1 ACR DM Phantom Image Quality Weekly Before Clinical Use 

2 CR Cassette Erasure (if applicable) Weekly Before Clinical Use 

3 Visual Checklist Monthly As noted on form 

4 Acquisition Workstation (AW) Monitor QC Monthly 30 Days or Before Use for 

Severe Artifacts 

5 Radiologist Workstation (RW) Monitor QC Monthly 30 Days or Before Use for 

Severe Artifacts 

6 Film Printer QC Monthly Before Clinical Use 

7 Viewbox Cleanliness (if app) Monthly Before Clinical Use 

8 Facility QC Review Quarterly Not Applicable 

9 Compression Force Semiannual Before Clinical Use 

10 Manufacturer Detector Calibration (If Applicable) Per Mfr 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 

Tech Tests 

Radiologic Technologist's Section Page 1 of 2 4. TECH FORMS - Final Draft_2015-06-25.xlsx

8.  Facility QC Review Quarterly

Facility Date of QC Mtg Overall Pass/Fail

Reviewed

1. Review Medical Physics Surveys and Results

Room 1 Room 2 Room 3 Room 4 Room 5

Room ID

Date of last Medical Physicist (MP) survey

MP DM QC Test Summary reviewed by radiologist?

All MP corrective actions completed?

ACR DM Phantom Average Glandular Dose (mGy)

Fiber Score

Speck Score

Mass Score

2. Review Tech QC

Test Frequency Summary Comments from Last Quarter

1. ACR DM Phantom Image Quality Weekly

Date

Fiber score

Speck group score

Mass score

2. CR Cassette Erasure (if app) Weekly

3. Visual Checklist Monthly

4. AW Monitor QC Monthly

5. RW Monitor QC Monthly

6. Film Printer QC Monthly

7. Viewbox Cleanliness (if app) Monthly

8. Facility QC Review Quarterly

9. Compression Force Semiannual

10. Manufacturer Detector Calibration (if app)

Optional - Repeat Analysis As Needed % Repeats

3. Review and verify completion of all "Corrective Action"

4. Technique Chart review for each room (see MP report for recommendations) - (Annually)

5. Infection Control procedures followed

6. Offsite RW(s) & Film Printer(s) QC reviewed

7. Past and future service or service upgrades discussed (if app)

8. Past and future State and/or MQSA inspections discussed (if app)

9. Past and future ACR Accreditation issues discussed (if app)

8.  Facility QC Review (continued) Quarterly

Facility Date of QC Mtg

QC TechnologistFacility Manager (If App)Lead Interpreting Radiologist

Scores of most recent 

phantom image:

Room 1 Room 2 Room 3 Room 4 Room 5
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Tech Tests 

Radiologic Technologist's Section Page 1 of 1 4. TECH FORMS - Final Draft_2015-06-25.xlsx

Facility MAP ID# (00000)

Address

MAP ID

Offsite Locations or Facilities Where Images are Interpreted for this Facility 

(list facility name, address, and MAP ID)

Facility Offsite Display Locations

Location or Facility Name Address

Tech Tests 

Radiologic Technologist's Section Page 1 of 1 4. TECH FORMS - Final Draft_2015-06-25.xlsx

Facility MAP ID# (00000)

Address

Address

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Date

Tech Initials

Jan

Feb

Mar

Apr

Facility Display Device QC Summary Checklist

QC Summary information for display devices at this MAP ID

Physical Location at Facility/

ID Designation

Device 

(RW, film printer, viewbox)

Manufacturer

Model

Nov

Dec

Medical Physicist Survey Date

Medical Physicist Name(s)

May

Jun

Jul

Aug

Sep

Oct

Medical Physicists QC Tests 
Test # Name Minimum Frequency Req’d Corr.Action 

1 Mammography Equipment Evaluation & MQSA Requirements MEE Only Before Clinical Use 

2 ACR DM Phantom Image Quality Annual Before Clinical Use 

3 Spatial Resolution Annual Within 30 Days 

4 Automatic Exposure Control System Performance Annual Within 30 Days 

5 Average Glandular Dose Annual Before Clinical Use 

6 Unit Checklist Annual Before Clinical Use** 

7 Computed Radiography (If Applicable) Annual Before Clinical Use 

8 Acquisition Workstation (AW) Monitor QC Annual Before Clinical Use** 

9 Radiologist Workstation (RW) Monitor QC Annual Before Clinical Use** 

10 Film Printer QC Annual Before Clinical Use 

11 Evaluation of Site’s Technologist QC Program Annual Within 30 Days 

12 Evaluation of Off-Site Technologist QC Program (If App) Annual Within 30 Days 

 MEE or Troubleshooting Test Forms 

Beam Quality (Half-Value Layer) Assessment MEE or Troubleshooting Before Clin or 30 D 

kVp Accuracy and Reproducibility MEE or Troubleshooting Before Clin or 30 D 

Collimation Assessment MEE or Troubleshooting Before Clin or 30 D 

Ghost Image Evaluation (Troubleshooting only) Troubleshooting Before Clinical 

Viewbox Luminance (Troubleshooting only) Troubleshooting ** 

Summary Report Forms 

Medical Physicist DM QC Summary 

Technique Chart (Clinical & Phantom) 

Medical Physicist Summary Letter for the Radiologist 
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Medical Physicist's Section 1 of 1 6. MP FORMS - Final Draft_2015-06-25.xlsx

2.  ACR DM Phantom Image Quality

Facility Name Room ID, Mfr & Model

ACR DM Phantom Mfr and S/N MAP ID-Unit# (00000-00)

SID (cm) Survey Date

Equipment: ACR DM Phantom (required) Phantom Setup: AEC mode:

Follow procedure in the Technologist's ACR Technique & Procedure Summaries: Paddle size (IR size):

• Use clinical technique for typical screening exam of 4.2 cm 50/50 breast Paddle type (reg or flex):

• Largest IR & paddle, 5 daN or 12 lbs, Score on AW View or selected image:

• Adjust W/L to optimize test objects, zoom & pan entire image Compression force:

• For Config 2 & 3 using kVp & mAs closest to phantom techniques AEC cell position (if avail):

Phantom patient name: Target/filter (if app): kVp (if app):

Phantom patient ID: Density setting (if app):

Image sent to  which PACS? Mag factor (mag mode only):

Image receptor size

Analysis

Required: ACR DM Phantom image must be free of clinically significant artifacts.

Fiber score must be ≥2.0; speck group score must be ≥3.0; mass score must be ≥2.0.

MEE & Annual: SNR must be ≥40.0; CNR ≥2.0.       Annual: CNR must be ≥ -15% of previous year. 

Measured wax insert distance must be 70.0 ± 14.0 mm.

Timeframe: Failures of required items must be corrected before clinical use.
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Phantom P/F

Mass score

Speck group score

Fiber score

Artifacts P/F

Initiated (or updated) technologist's ACR Technique and Procedure Summaries form

Pass

DC offset (if applicable)

Parallel to A-C axis (mm)Distance 

Measurement

SNR ≥40.0 (P/F)

Mean background signal

Mean cavity signal

#DIV/0!

Std dev of background

Calculated CNR

#DIV/0!Calculated SNR

Action Limits

Overall Pass/Fail

Meas = 70.0 ±14.0 mm (P/F)

≥ ¾ border

4 - 6 specks

≥8 mm long

Full Point

≥ ½ & < ¾ 

border

2 - 3 specks

≥5 & <8 mm

Half  Point

Fibers

Specks

Masses

Phantom Setup

Target/filter

Manual - 

Target/Filter 

Config 3

Clinical - ACR 

DM Phantom

Mag Mode

Clinical - ACR 

DM Phantom

Manual - 

Target/Filter 

Config 2
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mAs

Unit-indicated AGD (mGy)

Imaging Facility Room 1, Unit Mfr, Unit Model

December 1, 2015

12345-xxPhantom Mfr 1234

70

Contact Mode

Manual - 

Target/Filter 

Config 2

Manual - 

Target/Filter 

Config 3

Distance	

MP Tests 

Medical Physicist's Section 1 of 1 6. MP FORMS - Final Draft_2015-06-25.xlsx

4.  Automatic Exposure Control System Performance

Facility Name Room ID, Mfr & Model

MAP ID-Unit# (00000-00)

Survey Date

Equipment: 2, 4, 6 cm of BR-12, BR-50 or acrylic Phantom Setup: Paddle size (IR Size):

Install small paddle (reg or flex)  (Use large if small not available) Paddle type (reg or flex):

Use regular or flex paddle used for most clinical imaging Exposure mode:

Set thickness at actual thickness of phantom (2, 4, or 6 cm) AEC cell position (if avail):

Acquire images using clinical techniques Mag setting:

SNR data must be obtained from raw image Mfr DC offset, if app:

Other settings:

AEC Thickness Tracking

Analysis

Required:

Timeframe:  Failures must be corrected within 30 days.

0

SNR

#DIV/0!

#DIV/0!

#DIV/0!

Mean 

Bkgd 

Signal

Std Dev

 of Bkgd

#DIV/0!

Annual: SNR must be ≥ -15% of previous year over the clinically used phantom thickness and imaging modes.

Annual

SNR ≥

-15% of PY (P/F)

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

Overall Pass/Fail

Thick-

ness (cm)Mode SNR

#DIV/0!

#DIV/0!

#DIV/0!

SNR Lower Limit 

(85% of PY)

0.0

Lowest Limit for 

SNR

MEE and Annual

0.0

0.0

0.0

Pass/Fail

#DIV/0!

Previous Year (PY) 

SNR

40.0Contact 4

Contact 6

Mag 4

Resultant Techniques

6

4

Mag 4

Contact

Contact

Setup Techniques

Imaging Facility Room 1, Unit Mfr Unit Model

December 1, 2015

12345-xx

Signal  and Noise Measurements

DC Offset

(if app; enter 0 if 

none)

0

0

0

Action Limits

MEE and Annual: SNR must be ≥40.0 for 4.0 cm in contact mode.

#DIV/0!Contact 2

Procedure

Contact 

Target/Filt

er

Indicat-ed 

AGD 

(mGy)mAskVp

2

Density 

setting

AEC

ModeMode

Thick-

ness (cm)

MP Tests 

Medical Physicist's Section 1 of 1 6. MP FORMS - Final Draft_2015-06-25.xlsx

9.  Radiologist Workstation (RW) Monitor QC

Facility Name Workstation ID

Medical Physicist (if app) MAP ID# (00000)

Signature (if app) Survey Date

Equipment: ACR DM Phantom Image, luminance meter

Note:  Some of these QC tests may or may not be possible to perform depending on the monitor QC capabilities

ACR DM Phantom: use phantom acquired from any DM within facility network, preferably one MP has acquired

Test Pattern Image Quality:  Use TG18-QC, SMPTE or other relevant pattern

Luminance:  TG 18 LN8-01, LN8-18 & TG 18 UNL80 test patterns or other relevant test patterns

Monitor manufacturer: Model:

Monitor serial number

Monitor date of manufacture

Are ambient light conditions adequate for DM?

Significant findings P/F

Artifacts P/F

Fiber score

Speck group score

Mass score

Phantom P/F

Parallel to A-C axis (mm)

Meas = 70.0 ±14.0 mm (P/F)

Test pattern centered appropriately?

0%-5% contrast boxes visible?

95%-100% contrast boxes visible?

Alphanumerics sharp and legible?

3 "Quality Control" patches visible (TG18)?

Line-pair images distinct (center)?

Line-pair images distinct (corners)?

Grayscale ramps smooth?

Test pattern P/F

Measured Luminance minimum (cd/m2)

Mfr recommendation for Lmin (if avail)

Lmin meets mfr recommendation ±30%?

Measured Luminance maximum (cd/m2)

Mfr recommendation for Lmax (if avail)

Lmax meets mfr recommendation ±10%?

Luminance check P/F

Overall Pass/Fail

Required:

Recommended:

Timeframe:  

Significant findings indicated on 

figures below

Left Right

Luminance Matching

*Left and right monitors; complete 

additional forms if more than 2 

monitors used

P/F

Lower R

Lower L

Upper R

Upper L

Center

% Diff

Min

Max

#DIV/0!

0

0

Procedure

Left*

Ambient Light

Mfr Automated Test

W/in ±10% of targeted contrast response P/F

Ambient light conditions should be appropriate for mammography; max of 45 lux is recommended.

Distance Measurement

0

0

#DIV/0!

Room 1, Unit Mfr, Unit Model

12345-xx

December 1, 2015

Imaging Facility

Right*

Test pattern image quality must pass all visual tests.

Monitor

Most recent set of mfr automated tests P/F P/F

GSDF measured contrast response must be within ±10% of targeted contrast response.

Mfr's automated tests must pass mfr specifications (if 1 test fails, indicate "F").

Luminance uniformity must be ≤30%; luminance matching must be ≤20%. 

Luminance Uniformity

Phantom must pass and significant monitor cleanliness defects must be corrected before clinical use; all other 

required tests must be corrected within 30 days.

Monitor Condition
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Action Limits

DICOM GSDF (if avail)

Lmin must be within ±30% of mfr specifications (or, if not available ≤1.5 cd/m2).

Lmax must be within ±10% of mfr specifications (or, if not available ≥420 cd/m2).

Any identified monitor blemish that could interfere with clinical information must be removed.

ACR DM Phantom image must be free of clinically significant artifacts.

Fiber score must be ≥2.0; speck group score must be ≥3.0; mass score must be ≥2.0.

Measured distance of wax insert must be 70.0 ±14.0 mm.

MP Tests 
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MP Tests 

Medical Physicist's Section 1 of 1 6. MP FORMS - Final Draft_2015-06-25.xlsx

11.  Evaluation of Site's Technologist QC Program

Facility Name Room ID, Mfr & Model

MAP ID-Unit# (00000-00)

Survey Date

1. ACR DM Phantom Image Quality

Scores of latest phantom image:

Fiber

Speck group

Mass

2. CR Cassette Erasure (if app)

3. Visual Checklist

4. AW Monitor QC

8. Facility QC Review

9. Compression Force

10. Mfr Detector Calibration (if app)

Optional - Repeat Analysis

Optional - System QC for Radiologist

Optional - Radiologist IQ Feedback

Overall Pass/Fail for Performance of Technologist QC Program

Additional Comments:

Required:

Timeframe:  Failures must be corrected within 30 days.

Radiologic Technologist's

Quality Control Tests Frequency Comments

Weekly

Weekly

Monthly

Imaging Facility Room 1, Unit Mfr Unit Model

December 1, 2015

12345-xx
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Latest QC 

Tech Score

Med Phys 

Score

Action Limits

MQSA regulations [FDA Rule 900.12(d)(1)(iii) specify that "each facility shall have the services of a medical physicist 

available to survey mammography equipment and oversee the equipment-related quality assurance practices of the facility. 

" Completion of this "Evaluation of Site's Technologist QC Program" form documents that this oversight has been 

conducted. In order for the overall evaluation to pass, there must be a) no significant missing data, b) the tests must be 

analyzed without gross errors, and c) appropriate corrective action for failures must be taken (and documented). See test 

procedures for more information.

Corrective Action Log documentation 

adequate?

Monthly

Quarterly

Semiannual

As Needed

NA

NA

Medical Physicist's Section 1 of 1 6. MP FORMS - Final Draft_2015-06-25.xlsx

12.  Evaluation of Display Device Technologist QC Program

Facility Name MAP ID-Unit# (00000-00)

Medical Physicist (if app) Location of Display Devices

Signature (if app) Survey Date

Overall Pass/Fail for Performance of Display Device Technologist QC Program

Additional Comments:

Required:

Timeframe:  Failures must be corrected within 30 days.

P PP PRW

Action Limits

MQSA regulations [FDA Rule 900.12(d)(1)(iii) specify that "each facility shall have the services of a medical physicist 

available to survey mammography equipment and oversee the equipment-related quality assurance practices of the facility. 

" Completion of this "Evaluation of Site's Technologist QC Program" form documents that this oversight has been 

conducted. In order for the overall evaluation to pass, there must be a) no significant missing data, b) the tests must be 

analyzed without gross errors, and c) appropriate corrective action for failures must be taken (and documented). See test 

procedures for more information.

Corrective Action Log documentation 

adequate?

12345-xx

Frederick, MD office

T
e

s
t 

P
e
rf

o
rm

e
d

, 
A

n
a

ly
z
e

d
 

&
 D

o
c

u
m

e
n

te
d

 I
n

c
o

rr
e
c

tl
y

M
is

s
in

g
 D

a
ta

In
c

o
rr

e
c
t 

S
c

o
ri

n
g

 o
r 

C
a

lc
u

la
ti

o
n

s

M
is

s
in

g
 C

o
rr

e
c
ti

v
e
 A

c
ti

o
n

 

D
o

c
u

m
e
n

ta
ti

o
n

M
fr

 A
u

to
m

a
te

d
 T

e
s
ts

  
  

  
  

  
 

(i
f 

A
p

p
li

c
a
b

le
)

Imaging Facility

Comments

Display 

Device 

Description  

(RW, Printer, 

Viewbox)Display Device ID & Room O
th

e
r

Example: Mammography reading room Discussed with manager

MP Tests 

Medical Physicist's Section 1 of 2 6. MP FORMS - Final Draft_2015-06-25.xlsx

Facility Name Room ID

Address Survey Date

Report Date

Date of Previous Survey

MAP ID Unit# (00000-00) Months Between Surveys (must be ≤14)

X-Ray Unit Manufacturer X-Ray Unit Model

X-Ray Unit Control Serial # X-ray Unit Date of Manufacture

Date of Installation

CR Unit Mfr CR Unit Model

CR Unit Serial #

Medical Physicist Telephone

Signature

Quality Control Manual Used for Survey and Facility QC: 2015 ACR Digital Mammography Quality Control Manual

Survey Type: Mammography Equipment Evaluation (MEE) - Acceptance Testing Routine Annual Survey

Equipment Tested: DM Unit AW Monitor RW Monitor Viewbox Printer Other

MP Oversight Level: Medical Physicist On-Site Medical Physicist Oversight

Unit Description: Digital radiography (DR) Computed Radiography (CR) Tomosynthesis (DBT)

Unit Use: Diagnostic & Screening Diagnostic Only Screening Only

Medical Physicists Tests CA Tech QC Evaluation CA

1. Mammography Equip Eval (MEE) 1. ACR DM Phantom Image Quality

2. ACR DM Phantom Image Quality 2. CR Cassette Erasure (if app)

3. Spatial Resolution 3. Visual Checklist

4. AEC System Performance 4. AW Monitor QC

5. Average Glandular Dose 5. RW Monitor QC

6. Unit Checklist 6. Film Printer QC

7. Computed Radiography (if app) 7. Viewbox Cleanliness (if app)

8. AW Workstation Monitor QC 8. Facility QC Review

9. RW Monitor QC 9. Compression Force

10. Film Printer QC 10. Mfr Detector Calibration (if app)

11. Site's Tech QC Program Optional - Repeat Analysis

12. Display Device Tech QC Program

MEE or Troubleshooting CA

Beam Quality (HVL) Assessment Fiber score

kVp Accuracy and Reproducibility Mass score

Collimation Assessment Speck group score

Ghost Image Evaluation SNR

Viewbox Luminance CNR

AGD (mGy)

Medical Physicist's DM QC Test Summary

Room 1

December 1, 2015

December 2, 2015

Medical Physicist's QC Tests

CR S/N

CR Mfr

Imaging Facility

CR Model

1891 Preston White Dr

("Pass" means all components of test passes; "Fail" means any or all components fail; if "CA" checked, see Corrective Action Summary)

Unit Mfr Unit Model

Reston, VA 20191

Unit S/N

000-000-0000

January 1, 2015

≥2.0

February 1, 2015

Mary Smith, PhD

Overall

Pass/Fail/NA

Overall

Pass/Fail/NA

11

January 1, 2015

12345-xx

Overall

Pass/Fail/NA

≤3.0

ACR DM Phantom Summary

Limit

≥2.0

≥3.0

≥2.0

Value

≥40.0

MP Tests 
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What’s Next 

Status 

• 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? 


