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Disclosures

Employer: American Society of Nephrology

The following is my personal view and does not represent the FDA.
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Mission:

To catalyze innovation and the development of 

safe and effective patient-centered therapies 

for people living with kidney diseases.
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Device 
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102 Members as of May 2019



Celeste Castillo Lee

KHI Patient and Family 

Partnership Council (KHI PFPC)

Founding Chair

July 26, 1965 - February 9, 2017
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Council 
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Strategic Priorities
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Patient and Family 

Partnership

Clinical Trial

Endpoints and 

Design

Clinical Trial

Infrastructure

and Developing 

Evidence Base

Close Collaboration 

with FDA and 

other Government 

Agencies

Workshop: 

Patient Preferences

In Medical Device 

Development

Prioritizing 

Symptoms of ESRD 

Patients for 

Therapeutic 

Development

PK in Patients 

Receiving CRRT

Clinical Trial 

Endpoints:

Vascular Access

Outcome Measures:

Lupus Nephritis

Data Standards:

Diabetic Kidney 

Disease

Data Standards:

Solid Organ 

Transplantation

Overcoming Barriers

to Kidney Health:

Barriers and 

Solutions

Regulatory Policies: 

Hemodiafiltration

Advancing 

Technology: 

Remote Management

13 Completed Projects: 50% with “Patients”

Surrogate 

Endpoints:

IgAN

Regulatory Policies: 

Central Venous 

Catheters

People Living with Disease 

as Partners
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Patient and Family 

Partnership

Clinical Trial

Endpoints and 

Design

Clinical Trial

Infrastructure

and Developing 

Evidence Base

Close Collaboration 

with FDA and 

other Government 

Agencies

Fluid Management
Surrogate Endpoints:

Hyperoxaluria

Overcoming Barriers

to Including Kidney 

Disease Patients in

CV Trials

Surrogate Endpoints:

FSGS

Global ESRD 

Data Standards

Overcoming Barriers

to Drug Development 

in Children with CKD 

Roadmap for 

Innovations in 

RRT

10 Ongoing Projects: 90% Involve “Patients”

PROMS for Novel 

Medical Devices

PROs for 

Vascular Access

PROs for 

Muscle Cramping
People Living with Disease 

as Partners
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Wearable

Implantable

Repair Kidney
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Innovation at the American Society of Nephrology

CommercializationPre-Competitive/TranslationalPre-clinical/clinical
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Learn More: 

khi.asn-online.org/rrtroadmap



Thank You

Zach Cahill

Kidney Health Initiative

www.kidneyhealthinitiative.org

zcahill@asn-online.org

mailto:mwest@asn-online.org
mailto:mwest@asn-online.org

