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4 Agenda
>

1. Introductions and the Momentum for the Case for Quality

(Dwight Abouhalkah via Webinar and Jackie Torfin on the Campus of SCSU) 9:00-9:10am
2. CfQ conversation with a healthcare provider (Dr. Michael Ruhlen) 9:10-9:45am
3. Case for Quality: Question for the audience (Dwight/Jackie) 9:45-9:50am
4. The Four Case for Quality Working Groups 9:50-11:00am

A Jodie Bastian, the Maturity Model, Marla Phillips, Metrics,
Mike Schiller, Advanced Analytics, and Pat Baird, Competency
YThe WG purpose, current sqdlast fuise plans Ane tingelinese ar e goi r

5. Call to action i Forum attendees to dialogue with the Working Groups 11:00-11:20am
Al'f the working groups could accompl i sh dnewvotulHidn g ef
6. Case for Quality at the FDA (Bill MacFarland) 11:20-11:50am

7. Closing Remarks (Dwight)
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B> wWhy FDA Launched

) Case for Quality
AFDA found:

1 Repetitive quality issues among device manufacturers
1 Stagnant data regarding the quality issues

AThe Movement Begins:

FDA engaged McKinsey to analyze device quality issues. Findings
published in the 2011 nAnUnderstandi

1 FDA Developed Case for Quality Forums
I September 2014 FDA awarded contract to MDIC for CfQ project
]

MDIC: the first public-private partnership created with the sole objective
of advancing medical device regulatory science.

1 Since 2014 MDIC has driven creation of models, methods and metrics
to enable a new culture of quality across medical device ecosystem.

MDICE,
Align » Achieve > Accelerate >
MEDICAL DEVICE INNOVATION CONSORTIUM



4 .
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AThe FDA and medical technology companies, healthcare
providers, payers and patients should collaborate to
Inspire adoption of quality practices that, when present in
device design and production, enhance patient safety
and access to high quality medical devices.

AElevate and shift the device sector focus from regulatory
compliance to a state of sustained product quality.

ACreate continuous engagement with a broad set of
stakeholders to advance device product quality
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Four Working Groups:
Focusing the Movement

Result

ICE
W, —5Y

MEDICAL DEVICE INNOVATION CONSORTIUM

Align » Achieve > Accelerate




Case for Quality Open Forum

A Conversation about Healthcare Teamwork
and Quality

Michael Ruhlen, MD, MHCM, FAAP, FACHE
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Quality Leadership
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D 4




10

Copyrighted Material

NEW YORK TIMES BESTSELLER

“In addition to being a fascinating and colorful read, this book is an indispensable

guide to organizational change.” —WALTER ISAACSON, from the foreword

TEAM

OF

TEAMS

NEW RULES OF ENGAGEMENT
FORA COMPLEX WORLD

GENERAL STANLEY

McCHRYSTAL

U.S. Army, Retired

with Tantum Collins, David Silverman,

and Chris Fussell

Copyrighted Material
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NOW A MAJOR MQTIONBIGTURE —LINCOLN
FROM STEVEN SPIELBERG

) TEAM OF R1vALS ]

THE # 1 NEW YORK TIMES BESTSELLER

THE PoLiTiCAL GENIUS OF
it ;{ | ABRAHAM LINCOLN =
L 8 P &

“A remarkable

study in leadership.”

—President
Barack Obama

“An elegant, incisive study Goodwin has brilliantly
hat preserved a nation
" —James M. McPherson

MDICS



YOUR Teams

Cardiorespiratory monitors Implantable pacemakers

IV smart pumps BP monitors

Central lines Cardioversion equipment

Left ventricular assist devices Foley catheters

Anesthesia equipment IV devices

Respiratory therapy devices / tubing Pulse oximeters

Surgical instruments Fluoroscopy lab equipment

Cardiac rehabilitation equipment Medical laboratory diagnostic equipment
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YOUR Teams
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http://www.alere.com/alerehealth.html

YOUR Teams
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Yes, you can.
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