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Dwight Abouhalkah, Program Manager 

Case for Quality 

Case for Quality Open Forum 

May 10, 2016 
 WebEx and live studio participation at the  

Graduate Center of St. Cloud State University 

(SCSU)  
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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 

ÅJodie Bastian, the Maturity Model, Marla Phillips, Metrics,  

Mike Schiller, Advanced Analytics, and Pat Baird, Competency 

ŸThe WG purpose, current status, where we are going ï pilots, future plans and timelines 

5. Call to action ï Forum attendees to dialogue with the Working Groups  11:00-11:20am 

 

ñIf the working groups could accomplish one thing for me or my stakeholder group, it would beéò    

 

6. Case for Quality at the FDA (Bill MacFarland)    11:20-11:50am 

7. Closing Remarks (Dwight) 
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Why FDA Launched   

Case for Quality 
ÅFDA found: 

īRepetitive quality issues among device manufacturers 

īStagnant data regarding the quality issues 

 

ÅThe Movement Begins: 

īFDA engaged McKinsey to analyze device quality issues. Findings 

published in the 2011 ñUnderstanding Barriers to Qualityò white paper 

īFDA Developed Case for Quality Forums  

īSeptember 2014 FDA awarded contract to MDIC for CfQ project 

īMDIC: the first public-private partnership created with the sole objective 

of advancing medical device regulatory science. 

īSince 2014  MDIC has driven creation of models, methods and metrics 

to enable a new culture of quality across  medical device ecosystem. 
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The Case for Quality 

ÅThe 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. 

 

ÅElevate and shift the device sector focus from regulatory 

compliance to a state of sustained product quality. 

 

ÅCreate continuous engagement with a broad set of 

stakeholders to advance device product quality 
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The Case for Quality Stakeholders 

Consumers/Patients 

Healthcare Payers   

Healthcare Providers 

FDA and Medical 
Device Industry 
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Four Working Groups:  

Focusing the Movement 
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Case for Quality Open Forum 
 

A Conversation about Healthcare Teamwork 
and Quality 

 
Michael Ruhlen, MD, MHCM, FAAP, FACHE 
 

May 10, 2016 
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Quality Leadership 
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Healthcare is Now a Team Sport 
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YOUR Teams 

Cardiorespiratory monitors 
IV smart pumps 
Central lines 
Left ventricular assist devices 
Anesthesia equipment 
Respiratory therapy devices / tubing 
Surgical instruments  
Cardiac rehabilitation equipment 

Implantable pacemakers 
BP monitors 
Cardioversion equipment 
Foley catheters 
IV devices 
Pulse oximeters 
Fluoroscopy lab equipment 
Medical laboratory diagnostic equipment 
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YOUR Teams 

http://www.alere.com/alerehealth.html
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YOUR Teams 


