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•Kidney Health Initiative

•Vascular access clinical trial endpoints

•Why we feel this will make a difference to 
the vascular access field
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Kidney Health Initiative
• Public Private Partnership 

between the FDA and ASN

• Formed in September 
2012

• Goal of promoting 
innovation and patient 
safety in kidney disease



Multi-disciplinary collaboration of over 80 organizations 



KHI is a collaborative effort
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Multi-disciplinary collaboration of over 80 organizations 



Making an impact: projects in strategic priority areas

• White papers, data 
standards, workshops or a 
roadmap

• Facilitate the passage of 
drugs, devices and biologics 
into the kidney area

• Over 15 projects to date

• Clinical trial endpoints for 
vascular access



• Dialysis vascular access is both the “Lifeline” and the “Achilles Heel” 
for hemodialysis patients

• Lack of effective therapies

• Poorly defined product development and regulatory pathway

• A lack consensus on clinical trial endpoints for success 
Radiologist = Technical patency

Surgeon = Primary patency (lack of thrombosis)

Nephrologist = can the patient be dialyzed

Patient = has anyone asked me??

The Rationale…



• Small Core Committee 
(operationally nimble) and a large 
Steering Committee (inclusive)

• Constituted 3 multi-disciplinary 
(industry and health professionals) 
Content Development Teams

• Regulatory agencies (FDA)

• Patients

• Innumerable conference calls and 
two face to face meetings

Organizational level

Shenoy et al. CJASN 2018



Deliverable

Moving Points in Nephrology, CJASN March 2018



Arteriovenous dialysis access: Phases

Blood Flow Cannulation and Dialysis

End Point, the clinical setting and the intervention 
all have to be linked to each other 



Dialysis Catheters

•CRBSI
•Catheter dysfunction
•Central venous stenosis
•Emphasizes existing uncertainty in these 

areas



Dialysis Catheters: unanswered questions



Dialysis Catheters: secondary endpoints



KHI vascular access end points: What they can do…

•Catalyst to enhance innovation in this field
•More attractive to industry and academia to 

enter this field
•Generate investment in this area
•Develop better therapies for our patients with 

vascular access dysfunction



KHI vascular access end points: What they 
cannot do…

•Not guidance documents
•Do not create surrogate 

end points



Vascular access end point project could feed into Kidney X

• Kidney X is a partnership 
between HHS and ASN to create 
a Kidney Innovation Accelerator

• Goal is to provide non diluted 
seed funding through challenge 
competitions in the kidney 
disease area

• Vascular Access End Point 
documents attract both new 
and established players into the 
vascular access field

• Kidney X could then be a source 
of funding for vascular access 
innovation (implementing arm)

Source: ASN Website



Take home message!!

• Significant progress can be made if you provide a 
platform/meeting place for collaboration between industry, 
academia, patients and regulatory agencies

• KHI Vascular access clinical trial end points project is an example 
of such a platform



•Suren Shenoy and Monnie Wasse (Co-chairs)

•Gerald Beathard and Tom Huber (AVF co-chairs)

•Charmaine Lok and Marc Glickman (AVG co-chairs)

•Mike Allon and Debbie Brouer (Catheter co-chairs)

•All the members of the workgroups and the steering committee

•FDA participation: Frank Hurst, Robert Lee, Brian Pullin, Aliza 
Thompson

Participants



• Small Core Committee 
(operationally nimble) and a 
large Steering Committee 
(inclusive)

• Constituted 3 multi-
disciplinary (industry and 
health professionals) Content 
Development Teams

• Regulatory agencies (FDA)

• Patients

Organizational level



Arteriovenous dialysis access: End points



Dialysis Catheters: CRBSI
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