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S — Allen Goode, MS, DABR and

Patricia Gaspard, MHA, CRA, RT(R)(M)

Today’s Objectives

«Learn how centralizing management of QC
Data saves time for Accreditation and

Inspection processes

*Understand how communication from a
product can speed up the resolution of
issues and QC concerns

* Discuss the process for Standardizing QC
process by Modality and Manufacturer

QC-Track
ar

Allen Goode -- Disclosures 2 A

w i

* Member, National Mammography Qualitz
Assurance Advisory Committee (NMQAAC) of the
Food and Drug Administration (FDA)

* Member, American College of Radiology (ACR),
Subcommittee on Breast X-ray Imaging Physics

« ... the content in this presentation is my opinion only
and does not reflect -- in any way -- opinions or
positions of the FDA or the ACR.
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NORTHSIDE
PATRICIA A. GASPARD, MHA, CRA, RT(R)(M)
Manager, Breast Imaging
Northside Hospital
Atlanta, GA

Northside Hospital is 5 hospitals, nearly 2,000
beds, and 60+ Imaging Centers

Pat manages 32 BICOE sites performing approx.
530k mammo exams per year, including
screening, diagnostics, specialized and surgical
support studies.

Prior to joining Northside, Pat was a Manager,
Breast Imaging, at UVA Health System in
Charlottesville, VA

Pat is retired U.S. Air Force.
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* Intros —
* Objectives

Allen

*MQSA

« Overview of Paperless QC

« University of Virginia and QC-Track
* Next frontier? In-home Displays QC

Pat
« Paperless QC planning: Northside Hospital
Implementation Experience
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Allen’s Outline

* MQSA : How we got here

* The importance of QC in general

* It’s2023; essentially 2024, why would we
use paper?

* Implementing a digital QC system

* On-site or Home RWS’s QC....
what’s for dinner?

QC—Traok
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il UVA Health

Allen Goode, MS, DABR
Chief Medical Physicist

University of Virginia Health System m
Charlottesville, VA e
‘@ y
|
- .

UVA Health System is 4 hospitals, over 1,100 beds,
and 20 Imaging Centers

Allen is very active in the American Association of
Physicists in Medicine (AAPM) and the American
College of Radiology (ACR)

Allen serves as a member on the ACR Subcommittee
on Breast X-Ray Imaging Physics.

Allen is also one of three qualified MQSA inspectors
for UVA Health System and he is certified by the
American Board of Radiology in Diagnostic Medical
Physics.

|
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“Save a Tree...

Do Digital
Mammography QC

lII

The Case for QC- MQSA

o 1992 - MQSA act passed

o 1994 - all mammography facilities in the
U.S. were required to be MQSA-certified

o

1997 - FDA published the Quality
Mammography Standards; Final Rule

1999 - the Final Rule went into effect

o

o

2002 - more stringent equipment
regulations went into effect

2023 - Final Rule Amended

o

o 20247

MAQSA set the stage for DRAMATICALLY
the Quality of Mammograms.

QC-Track
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The Case for QC - Accreditation

+ Accreditation is the ‘seal of approval’ that Facilities
are following MQSA and manufacturers

 Largest Accrediting body — American College of
Radiology (ACR)

* Accreditation is not an accident! It takes a team of
individuals to make it happen

+ Quality Control is a major component of
Accreditation

* Multivendor QC at the same site poses a significant
challenge for the QC tech team -- and the physicist!

2018
Oigital Mammogra

: . QC-Track
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[13 k2] 1i4e
A “Web” of Facilities
* Often, facilities have a complicated
and intertwined network of mammo
machines and RWS's
FO- F°

IIF@)

+ Sometimes physics support is varied
for facilities (Group A and Group B)

* Regquests for QC data are becoming
more frequent for “outside” entities

+ Digital data allows this Report
information to flow quickly and is
reproducible as needed
(monthly/quarterly e

Inspectors don’t care

RS how compl
towards I3 -omplex your -
system is- they merely RWS RWS RWS
want to see your QC
QC-Track

News Flash...

| S
QC FAILS ! 'FIEA“gH‘

m—

o If we lived in a perfect world —
devices would never have any
issues- but that is simply not
the case

o Machines Fail tests
o QCis sometimes missed

o The challenge is to minimize
the impact of these failures or
missed QC tests

QC-Track
[V ATTRTX wrsen s

Paper is so outdated... Go Digital!

So what would a digital replacement for QC look like??

y Hour
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* Robust and Enterprise wide i

IPI!I" |
* Backed up (what happens if....) E"!“"m"

How to * Automation of reporting tasks I “ ] I IlE“!““'

plan and I E T

T ° Notifications of failures Ml
Really?

a paperless ) o y

el ° Reminders when QC is missed

Syst . ) -
ystem « Integration with other modalities

* Ready for an inspection anytime,
at any location

Communication is Critical...

Workflow in a busy mammo VERY important!

Happy Hour -
secrere webnar | * Digital systems allows for
] communication via email

* If Failures occur or QC is missed —
emails can be sent to appropriate

How to leadership to alert them of possible or
plan and necessary changes in workflow ‘

implement
Ll ° Notification to simply perform the

QC Tracking missed QC, or

System
* Document/record notes around Failures

for trend analysis

QC Issues...
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Machines Fail, our jobs are to ensure those units are
not used on patients until the QC passes.
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What is Paperless Quality Control?

i

* Paperless QC: All of the documents related to
the imaging Device QC and Credentials tracking
processes are captured and managed in
electronic forms in a database E

QPeriodic quality control data — for the device, related
accessories, the room...

Qcredentials documents, including certificates

QI0A documents, like physicist surveys, annual safety @
documents, service reports...

QAny other checklists, like for blanket warmers, room
temperature, Clean Shield Closet filter tracking
records...

R =N
& 0N

* Paperless = Opportunity for new types of
operational workflows

Personnel Considerations...

* COVID has flattened the workforce
substantially- folks move around
more frequently now

* New techs are common

* Travelers are relied on more
frequently

* Who's doing your QC? Will it be
missed?

* How will you know if QC is missed?

Going Digital for QC — ,
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Commit to the transition

* Many will want to continue to use paper ‘
« Get to know your IT staff! ﬁ
* Some techs feel “less computer savvy” —

embrace training

* Introduce the concept during inspector visits

* Again... training, training, training!!




QC-Track at UVA Health

« Initial implementation in
2012 for Mammo and CT

« Hundreds of QC tests QC-Track volume statistics at
. . Univ of VA Health
submitted Daily 2023 YTD.

Mammo worksheets 7,971 104,254
* Automated phantom tests  pg, stereo, Displays QC

Secrets Webinor

e for Fluoro, CT, MR, Nucs
plan and All modality worksheets 37,318 324,741
LECEU - 12 MQSA inspections Includes Mammo
a paperless using QC-Track # Reports run 2,163 33,948
R ek . . # Failures logged 365
System * Failure rate is roughly S
1.25% )

Since we know we will have failures-
we should have a robust system for
dealing with them

19

What does it look like: Entering QC

Happy Hour Worksheets
Secrets Webinar P
mimic paper
manuals
How to
plan and Enter data
implement
a paperless L
Limits are set
C Trackin
2 B vou will know [
System if items are
iy m—
Passing e ———— -

QC-Track
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Communication of Failures

QO Once QC Failures occur- communication is critical to the clinical
operation

Happy Hour
Secrets Webinar

Q Patients may be diverted or rescheduled more efficiently if the status
of a unit is that it is down hard

Q Often Physics team diverted to assist with issues in near real time

How to
plan and
implement
a paperless

QC Tracking FLEAGE DN REFLY O D MESSAGESTO THS EMAT ADORISS:

System
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The UVA Health Digital QC Footprint

* Full digital QC for ALL modalities

* 9FFDMs in 5 locations “« : ”
+ 13CTsin8 locations 75 LCJ'VA Locations
* ALLMR MR
* 6 Nuc Med units in 4 locations Ma‘r}\smo
Rad/Fluoro e -
+ Hundreds of US transducers tracked, including Nucs I l
Trophon cleanings

R— >

* 3,500+ aprons across system

* Hundreds of users trained .

+ Synergy between Physics and Biomed teams

* Result: Responsible parties now have centralized
system to track status across locations, no more
binders, many team members have access to QC

jata
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What does it look like: Your Data

Che =

Dynamic,
searchable,
reportable

¥
g NOSRLPHY
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A word about Mobile QC

Many challenges associated with mobile Mammo.
units and QC

Unit s typically out- with “notebook’, often hard to
document/edit QC from central site

Unit often parked not near a facility, QC a challenge
to get to

Digital QC program/database makes tracking
simple, especially when installed on the mobile to
remind folks of needed QC

QC tests are often different for mobile units —
requiring special attention and or additional tests
not typically performed on stationary units

What does it look like: the Dashboard

The Techs see
all of the QC
that is due

when they
login

Happy Hour
Secrets Webinar

How to
plan and
EENCIE \ammo units
a paperless RTINS
QC Tracking [NSSINRS
System

Everyone is CRAZY busy ... did you
remember to do QC??
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* Reminders about QC are helpful
+ Often team members may be out during QC tests

+ Holidays and Summer vacations are good opportunities for
missing QC

QC-Track
[Ar

Monitor QC

* Many challenges associated Monitor QC
Happy Hour .
Secrets Webinar |« As the number of mammo units

increases — so does the number of
RWS'’s
* These are hard to get to during normal
How to working hours/in use
plan and

implement
a paperless.

RGUERBNLY . o vendor supplied cloud based
System

* Often there are several monitor
types/models, differing QC

solutions collecting data- how to get
into your control?
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Monitor QC — Local or cloud

« QC-Track module: Displays Fleet Management

+ Components:

* QC-Connector™ interface to import displays data from vendor server
* Displays data is dynamically recorded in QC-Track worksheets

Remote
Display | Compliance | MG
Managers | Coordinators | Techs

x x x x

On-board tests

Visual tests x x x
Inventory tracking /history. x X x
Up-coming test warning x x x x
Missed tests x x x x x
Failure emails x x x x x
Follow-up. x x

Reports for Inspection x x x x
sign-off x

oot : o QC-Track
- [RITATTRIX vean svwvems |

What’s for dinner?
RWS’s at Physician’s Homes

Q Physicists are now travelling to MD’s homes

Q Digital solution allows for close monitoring of QC
data from the main site

Q QC info stored on server, not to be lost at home, or
“unavailable” during inspections

Q Collection of onboard RWS display QC data from
multiple vendors may aid in QC improvements
-

& ‘ N QC-Track

Situation @ Northside when I joined
in 2021

«Large system, and getting larger
* Community hospital system
* 4 Hospitals, approx. 30,000 employees
« Approx. 32 mammo locations and growing

*“The usual” paper workflows in mammo
* Lots of binders
* Lots of admin
* Lots of driving

* FDA EQUIP: A monthly LIP signoff process

QC-Track
[RATIRIX veser spwvems |

So many monitors (opportunities for
Failures)

All of the data in ONE
place from multiple
locations and sources!

Yoaour Workstation Fleet Report

Secrets Webinor
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EEd  “Finding Gold in a

Thick Forest of
- Trees”

Challenges for a new Manager

*Management goal: 1 person overseeing each
division
* 4 Divisions
How to *4 - 8 locations per Division
plan and

implement
Yy - How to oversee the QC status??

QC Tracking
System
« Staff turnover risk
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Offsite Reading...
RWS’s at Physicians Homes

Many mammography MD’s are requesting

to read at home, requiring deployment of
vendor supplied RWS off-site
» Not a fad — this is the way of the future

» Completely different non-clinical
environment (closets, basements etc)

> Entire session devoted to Home RWS's at
AAPM

> QC of RWS's not in a controlled environment

» QC must be done by trained MD’s-
opportunities for inspectors to review

low do you know QC
date on of
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I used to be at UVA!

* Mammography Manager @ UVA
from 2015 to 2021

)

« Allen was my physicist!

0 g )
* But | wanted to be closer to my "/.
mother... (sorry Allen!) 1a

* And decided to move to Atlanta

Now I am Mammography Manager at Northside Hospital
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My tipping point: Gwinnett

*Merger started in 2019, e Atanta
. e Journal-Constitution
and Gwinnett facilities o
became part of the
Mammo network in late
2022

Gwinnett hospitals merge into Northside
system starting Aug. 28

* A new division
« + 5 additional locations

*+ 17 DBT/Stereo units

“We re too stretched! We need QC-Track!”
_— ; QC-Track
|




Decision made to automate.
e | How to sell it?

Secrets Webinor

NORTHSIDE

Why a paperless system like QC-Track?

Happy Hour
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== a.Reduction in errors B ==
« Atirix provided tools
b.Timeliness access to We were losing 2 * Project Overview SAMPLE SBAR for Mammo/MQSA/FOA
documentation patient slots per day « Quotes pes

How to How to

How to to documentation

plan and ¢. Cost effective plan and * SBAR plan and
implement implement * Tech Specs implement
a paperless d.Easy to deploy/Learn a paperlt‘ess « License Agreement a paperless
QC Tracking QC Tracking . QC Tracking

System e. Fairly inexpensive System System

f. Valuable with Staff Turnover

L , QC-Track
AT IRTX vasew srvems |

Atirix Project Overview Project Overview Admin buy-in steps

Happy Hour Hoppy Hour Happy Hour
Secrets Webinar Secrets Webinar Secrets Webinar

o™ « Answered the questions that you'll be asked as you try to get a i «Scope diagram — helps to tell the story (“Big!”) St . Su‘pporting information from

new project approved Atirix
NORTHSIDE
. Eg-- 0
g -- Summary f— NoRTHSIDE| R sy *Buy-in
How to oGues scros S gL nagg modores o e W How to ([ acTek How to « Coordinators
a

plan and G Tack s scipiontc o plan and L‘""“"‘*S‘""C plan and + Radiologists
AR < v MQSA nd FOA EQUIP racking across the e Northside implement | implement * Physicists
a paperless a paperless ( e () ([ a paperless
QC Tracking Mo e o and support duringthe subscription QC Tracking. ﬁl :;: "‘D‘"D‘m { ":D: ) QC Tracking [N Reviews intern a”y

System System el \@, \@/ @ System i

* Resut for Northide: Aways Inspecton Ready™, with complete SE— g - * Director
and oA ] S oIT
* Legal
P PP — * Admin

QC-Track
[ATATTRTX vemew wravems |
Got it sold, now what? The whole process... just over a year
. EE « B
Project Plans Implementation from initial demos to “go live
Paicho Pubichiom Bttt
) " an * The Atirix team is really knowledgeable!
=al* Answers question — “How fast can we do this?? — —
* Atirix provides Implementation workplans,
sl Implementation NOSTHADE configuration forms, tracking logs Rania Johnson R.T.(R)(M)(QM)] Install and Trainings
VP, Chent Services
How to * A proudes nduses How to * Structured meetings A el Systers How to
plan and N s ot plan and plan and :
X Sl e orms e . . Admin
implement Rl B den i Songin implement [N Training implement
a paperless puegestde, g a paperless + Approximately 1 hour (very easy to use) a paperless
QC Tracking A o = QC Tracking « Remote Via MS-Teams QC Tracking Approval!
System * Typialinstalime: 1216 System * 1s the Coordinators, then the techs System ind quotes
" Sepsincude
£ « Rolling go-lives I Nouember/oecember  August2022  September~ october -December February 1
 Holidays... October 2022 2022 2023
* Clinical coordinator on-site when going live
QC-Track : b QC-Track o . QC-Track




Results? Nearly 17,000 worksheets
have been recorded since Go-live on Feb
1,2023

2023 YTD.
Worksheets
Type Recorded

How to FFDM. Hologic Dimensions 20-Tomo 10,745

y Hour
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plan and FFOM Hologic  Load 2D 103

. Stereotacti Breast
implement Sorey Hologie  Aftem 2150
a paperless View Station Barco Barco 225
QC Tracking Viewsation Hologe SecurVew 70
System Total 16,963
Failures @
Reports Run: 2162

QC-Track
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Impressions
Happy Hour
Secrers Webinar
— * Radiologist
«Technologist .Pats Pro Tip:
How to Email QC-Track reports
plan and . to surveyor prior to
implement IT them coming on-site!
a paperless
QC Tracking )
e ¢ Leadership
*Surveyor

QC-Track

And laSt but nOt “Every imaging patient has worries.
The Quality Certificate will show the
least.... el S o (e}

Happy Hour the best images. And we alllike
Secrets Webinar confident p

* Watch for the Atirix
QC-Track “Quality
Certificate” for QC-Track’

How to clients to display in Excellence in Imaging

Quality Control
plan and their lobbies

implement

a paperless

QC Tracking *Trialing now, formal
KR rollout “soon”

System example: Failure Report

Failure Report S Sraensinn

Secrefs Webinar i sz
Sl ok ten e oo P —— [re—

Paperless Log much
more complete than
o o any notes we could

have written down
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f ,9 Always
4 Inspection

Zanas

For more info, to schedule a demo, or to learn about QC-Track® modules for other diagnostic modalities please contact Atirix

53
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Lessons learned

1.

2.

3.

4.

5.

6.

Manual vs Automated

Our coordinators
now travel 4

Time Stamped

times/month vs.
7 or 8 times/month
before

Managed Program in one
Resoufce

Reduction of time vs Paper
Process

Reduction of travel

One Resource/MULTIPLE SITES

QC-Track
(ar
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Thank you!

Formore info on QC-Track please contact
Atirix at 877/273-1764 or info@atirix.com

www.Atirix.com
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