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The Next 30 Minutes
A Perspective from Fresenius Medical Care
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The Fresenius Group

SE

Fresenius SE Business Segments

Overview
• World’s leading provider of services and products for High Cost Acute and Chronic 

Episodes of Care
• Renal Disease Care, Hospitalist Services, Cardiology, Vascular Disease

• Offers infusion therapies, intravenously administered drugs and clinical nutrition
• Transfusion & blood processing technologies

• One of largest private hospital operators in Germany
• 155 hospitals in Germany & Spain

• Engineering and Services for Hospitals and other Health Care facilities

31% 100% 100% 77%
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Fresenius Medical Care 
Dialysis Related Footprint
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Fresenius Medical Care North America
Assets Generating Data for Research

• Fresenius Kidney Care Dialysis Services
• Sound Physicians Acute Episodes of Care
• Fresenius Vascular Care Interventional Radiology
• Fresenius Rx Pharmacy
• Spectra Laboratories Laboratory
• National Cardiovascular Partners Cardiology
• Pacific Cardiology Associates Cardiology
• Acumen Physician Solutions Health IT Services
• Fresenius Physician Practice Services Practice Management
• MedSpring Urgent Care Urgent Care Practices
• Fresenius Health Partners Health Insurance
• Frenova Renal Research Clinical Research
• Fresenius Renal Therapies Devices and Pharma
• Renal Research Institute Biological Research 
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Categories of Clinical Research Efforts

• Observational Research Protocols
• Prospective Public Research
• Master Collaborative Research with Institutions
• Pharma or Industry Sponsored Clinical Trials
• Analytical Insights Research
• Clinical Comparative Effectiveness
• Concurrent Operational Observational Analysis
• Investigator Initiated Studies 
• Licensing De-identified Data for Research 
• Predictive Analytics & Modeling
• Physiologic Modeling Research
• Publication and Presentation 

KDIGO
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Observational Research Protocols
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Observational Research Protocols
Heritability of Sudden Cardiac Arrest in ESRD

JASN, Nov. 2015
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Observational Research Protocols
Fresenius Kidney Care Data Warehouse

>1.2 million ESRD patients

>300 million dialysis treatments

>1.2 billion medications administered

>1.3 billion lab results
KDIGO



KDIGO Controversies Conference on Challenges in the Conduct of Clinical Trials in Nephrology 
September 8-11, 2016   |   Paris, France

Observational Research Protocols
FMCNA CKD Registry Data Warehouse

>800,000 Staged CKD-ND patients

>20 million provider encounters

>16 million medications noted

>150 million lab results
KDIGO
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Observational Research Protocols
MONDO Initiative

• MONDO (MONitoring Dialysis Outcomes) initiative 
was formed in the summer of 2010

• It’s based on existing relationship with University of 
Maastricht, FMC Asia Pacific, FMC Canada, 
Kuratorium für Heimdialyse (KfH) Germany

And new collaboration with FMC EMELA, Imperial 
College, Hadassah Medical Center, Pontifical Catholic 
University of Parana

12
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Observational Research Protocols
Partners In MONDO

• Pontifical Catholic University of Parana, Brazil
• Imperial College, UK
• University of Maastricht, The Netherlands
• Hadassah Medical Center, Israel
• Kuratorium für Dialyse und Nierentransplantation (KfH), Germany
• Nephro-Solutions Group, Germany
• Catharina Hospital, Eindhoven, The Netherlands
• Khartoum University Hospital, Sudan
• Renal Research Institute, USA
• FMC Europe, Middle East, Latin America
• FMC Asia Pacific
• FMC Canada
• FMC Mexico

13
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Observational Research Protocols
MONDO Data

• Time range: 2000 to 2014 (data is updated annually)
• Number of clinics: ~1,500
• Number of patients: ~200,000
• Number of treatment and laboratory records: 

~60,000,000
• Where:

– six continents
– 41 countries

14
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Observational Research Protocols
Countries Represented in MONDO

15

Europe/Middle East
– Israel
– Italy
– Netherlands
– Portugal
– Poland
– Romania
– Russia
– Slovenia
– Slovakia
– Spain
– Serbia
– Sweden
– Turkey
– UAE
– Ukraine
– UK

Asia/Australia
– Australia
– China (Hong Kong)
– Malaysia
– New Zealand
– Philippines
– Singapore
– South Korea
– China (Taiwan)
– Thailand
North America
– Canada
– USA

South America
– Argentina
– Brazil 
– Chile
– Colombia
– Venezuela
Africa
– South Africa
Europe/Middle East
– Bosnia
– Czech Republic 
– Croatia
– Estonia
– France 
– Germany
– Hungary
– Ireland
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Prospective Public Research

TiME Trial Through May 2016

FMCNA Target Enrollment: 3216
FMCNA Enrollment: 3419
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Master Collaborative Research with 
Academic Institutions
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Master Collaborative Research with 
Academic Institutions
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Pharma or Industry Sponsored Clinical Trials
Frenova Renal Research
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Analytical Insights Research
Value Based Payment System Example

MEDICARE COSTS THROUGH TRANSITION TO RENAL REPLACEMENT THERAPY
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Analytical Insights Research 
Analyzing the Patient Voice
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Analytical Insights Research
What Do ESRD Patients Care About?
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Physiologic Modeling Research
Example: Anemia

Erythropoiesis cell lineage
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Physiologic Modeling Research
Mathematical Modeling of the Anemia Patient Physiology

Dustin Kapraun, Peter Kotanko, Franz Kappel and Doris Furtinger

Anemia Algorithms
• V5 

– Current cMAB computerized algorithm
– 65000 patients

• B
– Pilot with Basal EPO on hold, 25% 

reduction
– 4630 patients

• C
– Pilot with basal EPO on hold, 50% 

reduction
– 3213 patients

• A
– Alternate CMAB A – like Arizona
– 5700 patients

• Other
– Hawaii, Kaiser, other individual algorithms, 

residual V4 (<15,000)
– 52000 patients
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Clinical Comparative Effectiveness
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Clinical Comparative Effectiveness
The Four Quad Plot
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Concurrent Observational Analysis
Hemoglobin Performance

69% 66%

10-12 g/dL
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Investigator Initiated Studies 
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Licensing De-identified Data for Research
Studying Transition of Care Costs
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Predictive Analytics & Modeling
WHAT DO WE NEED?

DATA

Clinical Expertise

Data Analytics Expertise

Operationalization

Internal Statisticians

External Statisticians

Demographics

Laboratory

Claims

Clinical Assessments

Clinical Data Outside of Dialysis

Outpatient Procedures and Visits

Hospitalizations

Treatment Related

Patient Lifestyle/psychographic

SKILLS

TECHNOLOGYKDIGO
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Predictive Analytics & Modeling
DATA
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Predictive Analytics & Modeling
STATISTICS
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Predictive Analytics & Modeling
PROCESS

Assessment of modeling demand

Model prioritization through Predictive 
Analytics Steering Committee (PASC)

Creation of predictive models

Piloting and testing of predictive models

Created a process for:

Deliver via API under FHIR standard

KDIGO
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Predictive Analytics & Modeling
EFFORTS TO DATE

Requested
Given 

Go Ahead

Completed

In Progress

Not Started

Actively Used
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Published/In Press
Submitted
In Progress
Total

Publication and Presentation 
FMCNA Manuscripts

YTD through May 2016 
Manuscripts

– 14 In progress
– 12 Submitted

– 8 Published
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Publication and Presentation of Abstracts
86 Accepted / 8 Planned YTD 2016
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Publication and Presentation
Symposium Presentations and Posters

ASN (n=31)

NKF (n=26)

VASA (n=5)

ERA-EDTA
(n=5)

ADC (n=4)

Health 
Form/AHA 

(n=2)

SHM
(n=2)

ACHE 
Congress 

(n=2)

WSDS
(n=2)

Critical 
Care 

Congress 
(n=1)

ANNA 
(n=1)

IPNA
(n=1)

AVA 
(n=1)

WIM 
(n=1)

Hospital 
Review 
(n=1)

HIMSS
(n=1)KDIGO
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Concluding Thoughts
My Three Principles for FMC Research Activities

– Contribute to advancing the science of medical 
care to people with high cost chronic illness

– Support broader relationships between FMC 
and the scientific community

– Develop a disciplined organization for 
supporting, conducting and reporting research
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