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Endpoints for Clinical Trials in Primary Hyperoxaluria
Led by: Dawn Milliner and John Lieske

KHI DELIVERABLES SINCE JUNE 2019

https://cjasn.asnjournals.org/content/early/2020/03/11/CJN.13821119

https://cjasn.asnjournals.org/content/early/2020/03/11/CJN.13821119


Patient-friendly Roadmap
Led by: David M. White and the 

Roadmap Patient Advisory Committee

KHI DELIVERABLES SINCE JUNE 2019

https://khi.asn-online.org/uploads/KHI_RRTTechnologyRoadmap_PatientEdition.pdf

https://khi.asn-online.org/uploads/KHI_RRTTechnologyRoadmap_PatientEdition.pdf


Fluid Management Supplement to Roadmap
Led by: Derek Forfang and Yossi Chait

KHI DELIVERABLES SINCE JUNE 2019

https://khi.asn-online.org/uploads/KHI_InnovationsInFluidManagement.pdf

https://khi.asn-online.org/uploads/KHI_InnovationsInFluidManagement.pdf


Patient-Reported Outcome Measures for 
Novel Renal Devices
Led by: Jennifer Flythe

KHI DELIVERABLES SINCE JUNE 2019

https://cjasn.asnjournals.org/content/early/2020/04/09/CJN.00110120

https://cjasn.asnjournals.org/content/early/2020/04/09/CJN.00110120


https://khi.asn-online.org/projects/submission.aspx

KHI PROJECT SUBMISSION PROCESS

https://khi.asn-online.org/projects/submission.aspx


KHI PROJECT SUBMISSION PROCESS

KHI Member submits project proposal via online portal

KHI staff and Co-chair review proposal for alignment to KHI mission

Project proposal is uploaded to online portal upon internal approval 
for member and PFPC comments

Feedback from the online comment period is discussed amongst 
KHI leadership and author. 



KHI PROJECT SUBMISSION PROCESS

Feedback from the online comment period is discussed amongst 
KHI leadership and author. 

Proposal needs 
improvement and is edited 

by author

Proposal needs no 
improvement and 

continues to next step in 
process

Final proposal along with any additional relevant information is 
presented  to the KHI Board of Directors prior to their in-person 

meeting. (May and December)

Board reviews and prioritizes projects to endorse



KHI PROJECT SUBMISSION PROCESS

KHI Board of Directors makes final decision on each proposal

Endorsed Delayed Declined

Board reviews and prioritizes projects to endorse

Workgroup is initiated and call for workgroup member applications is 
distributed to KHI members



GOVERNMENT PARTNERS



MEMBER ORGANIZATIONS 
FOUNDATIONS AND PATIENTS ORGANIZATIONS

RESEARCH INSTITUTIONS

HEALTH CARE PROFESSIONAL ORGANIZATIONS

NON-PROFITS AND DIGITAL HEALTH/ AI COMPANIES



DEVICE MANUFACTURERS AND BIOTECH COMPANIES

DIALYSIS PROVIDERS

CONTRACT RESEARCH ORGANIZATIONS (CROs)

Wearable Artificial Organs, Inc.

MEMBER ORGANIZATIONS 

PHARMACEUTICAL COMPANIES

Galanthus Pte Ltd



DEVICE MANUFACTURERS AND BIOTECH COMPANIES

DIALYSIS PROVIDERS

CONTRACT RESEARCH ORGANIZATIONS (CROs)

NEW MEMBER ORGANIZATIONS 

PHARMACEUTICAL COMPANIES

Galanthus Pte Ltd



• Paul Conway
• Jennifer E. Flythe, MD, MPH
• Kevin Fowler
• Barbara Gillespie, MD, FASN
• Nicolas Guzman, MD
• Meg Jardine, MBBS, PhD
• Annamaria T. Kausz, MD, MS
• Benjamin L. Laskin, MD, MS
• Jeffrey Lawson, MD, PhD
• Patrick H. Nachman, MD, FASN

• Carolyn Y. Neuland, PhD
• Ikenna Okezie, MD, MBA
• Uptal D. Patel, MD
• Meda E. Pavkov, MD, PhD
• Jesse Roach, MD
• Alain Romero, MD, PharmD, 

PhD
• Prabir Roy-Chaudhury, MD, 

PhD, FASN
• Amit Sharma, MD, FASN

• James P. Smith, MD, MS
• Wendy L. St. Peter, PharmD, 

FASN
• Robert A. Star, MD
• Aliza M. Thompson, MD, MS
• Katrin Uhlig, MD, MS
• David M. White
• Celia Witten, MD, PhD
• Amy Young

https://khi.asn-online.org/pages/group.aspx?ID=KHI

KHI BOARD OF DIRECTORS

https://khi.asn-online.org/pages/group.aspx?ID=KHI


KHI PATIENT AND FAMILY PARTNERSHIP COUNCIL

• Ms. Mary Baliker
• Ms. Denise Eilers, BSN, RN
• Mr. Derek Forfang
• Mr. Patrick O. Gee
• Ms. Amanda Grandinetti
• Ms. Nichole M. Jefferson
• Mr. Jack Lennon
• Ms. Glenda Roberts
• Mr. David M. White, Chair

https://khi.asn-online.org/pages/?ID=1

https://khi.asn-online.org/pages/?ID=1


KHI PATIENT AND FAMILY PARTNERSHIP COUNCIL

Comment Letter:
FDA Office of Minority Health and Health Equity 

Strategic Priorities

Comment Letter:
Medical Device Innovation Consortium 

“Maximizing Patient Input in the Design and 
Development of Medical Device Clinical Trials”



Accelerating Technology Development During a 
Pandemic to Bring More People with Kidney 

Failure Home

KHI COVID-19 RESPONSE

https://khi.asn-online.org/uploads/AcceleratingHomeDialysisTechnology_May2020_KHIPositionPaper.pdf

https://khi.asn-online.org/uploads/AcceleratingHomeDialysisTechnology_May2020_KHIPositionPaper.pdf


Making the Case for Change: Including People 
with Kidney Diseases in COVID-19 Trials

KHI COVID-19 RESPONSE

https://khi.asn-online.org/uploads/IncludingPeopleWithKidneyDiseasesInCOVID19Trials_KHIBoDStatement_051520.pdf

https://khi.asn-online.org/uploads/IncludingPeopleWithKidneyDiseasesInCOVID19Trials_KHIBoDStatement_051520.pdf


In Development 
Ensuring the Resilience of Kidney Trials

KHI COVID-19 RESPONSE

• Maintain the investment 
and continue innovation in 
the kidney space.

• Provide resources for 
investigators and sponsors 
to be innovative and novel 
in continuing their research.



ONGOING ACTIVITIES - 2020

Endpoints

2020
• FSGS
• Enteric Hyperoxaluria



ONGOING ACTIVITIES - 2020

Patient 
Preference 
Initiative

Endpoints

Building Capacity to Incorporate Patient 
Preferences into the Development of 

Innovative RRT
To support the FDA and Advancing American Kidney Health's goals, 
the deliverables of this project are:

• Prioritization of patient's perspective on benefits and risks of 
innovative wearable devices.

• Inventory of benefit – risk levels for device attributes.
• Results from a pilot study of patient preferences for innovative 

wearable devices.
• Develop a strategy to capture patient preference information as 

real world evidence.
• Publications on best practices and lessons learned from 

developing the survey.
Target End Date: 2021



ONGOING ACTIVITIES - 2020

AKI 
Biomarkers
Roadmap

Endpoints
Patient 

Preference 
Initiative

Developing a Technology Roadmap to 
Catalyze the Development of Biomarkers for 

Acute Kidney Injury (AKI)

The roadmap is anticipated to include: 
1. The Unmet Need for AKI Biomarkers 

a) Overview of challenges 
b) Trends, drivers, and opportunities for AKI biomarker 

use 
c) Contexts of Use

2. Gaps / Challenges to Advancing AKI Biomarkers 
3. Proposed Activity Timelines and Activities to Catalyze 

the Development

Target End Date: Q1 2021



ONGOING ACTIVITIES - 2020

RRT
Roadmap

Endpoints
Patient 

Preference 
Initiative

AKI 
Biomarkers
Roadmap

2020 Updates
1. Community Feedback on 

Topics for Additional 
Supplements

2. Proposed Definitions for 
Portable, Wearable, 
Implantable Kidneys (Based 
on Regulatory Pathways)

3. Clinical Trial Design
4. Stakeholder Understanding 

of Xenotransplantation

Target End Date: Oct 2020



ONGOING ACTIVITIES - 2020

Endpoints
Patient 

Preference 
Initiative

RRT
Roadmap

Clinical 
Trial 

Design

AKI 
Biomarkers
Roadmap

2020: End Stage Renal Disease



ONGOING ACTIVITIES - 2020

Endpoints
Patient 

Preference 
Initiative

RRT
Roadmap

Clinical 
Trial 

Design

AKI 
Biomarkers
Roadmap

Understanding and Overcoming 
the Challenges to Involving 

Patients with Kidney Disease in 
Cardiovascular Trial



ONGOING ACTIVITIES - 2020

Endpoints
Patient 

Preference 
Initiative

RRT
Roadmap

Clinical 
Trial 

Design

AKI 
Biomarkers
Roadmap

Kidney Pediatric Accelerator Trial 
Clearing House (Kidney-PATCH) 

Pilot Program
Goals
• Enable feasibility assessment in terms of the 

available patient populations through data sharing 
and access to CKD pediatric registries

• Facilitate assessment of the capacity of various 
pediatric kidney clinical trial organizations

• Assist with identification of expertise that can 
provide consultation on study planning



ONGOING ACTIVITIES - 2020

Endpoints
Patient 

Preference 
Initiative

RRT
Roadmap

Clinical 
Trial 

Design

Patient 
Reported 
Outcomes

• Patient Reported Outcomes for Dialysis Vascular Access
• Patient Reported Outcomes for Muscle Cramping in 

Patients on Dialysis

AKI 
Biomarkers
Roadmap



Monthly KHI Member Town Halls

Wednesday, July 15, 2020 4:00PM EDT

Wednesday, August 5, 2020 4:00PM EDT

Wednesday, September 2, 2020 4:00PM EDT

SAVE THE DATE!



KHI STAFF

Meaghan Allain
Senior Project Associate

Zach Cahill
Communications &
Marketing Specialist

Elisheba Wilson
Administrative Associate

mallain@asn-online.org

zcahill@asn-online.org

ewilson@asn-online.org



Q & A
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