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A Look at the Next 2 Months
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Interested Champions will 
begin pitching letters to the 
editor (LTEs) to local news 
outlets to raise awareness for 
the LDPA and/or other PKD 
related issues

Draft an LTE for  
Placement In Local News

Schedule an In-District 
Meeting

IN-DISTRICT MEETINGS AND LTE PITCHES

Interested Champions will 
work to secure meetings with 
their federal lawmakers while 
they are in the district.

Reference your 
outreach toolkit for 
more information!



What is a Letter-to-the-Editor? (LTE)

SHORT AND CONCISE. Typically 250 words or less.

Fast publishing turnaround time. 

Perfect way to respond to the issues of the day and 
publish your views.

Sometimes written in direct response to an article or  
op-ed in a publication.
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§ Determine which lawmaker you want to meet 
with and contact your Member’s office to 
schedule in person or virtual meetings no later 
than Friday, August 9 

§ Meeting Agenda: 
o Introductions
o What is PKD? 
o The Living Donor Protection Act, Living 

Organ Donor Tax Credit Act, Home 
Dialysis, etc. 

o Questions? 

§ Don’t forget to follow up!!

Reminder: Notify CURA staff when your meeting 
has been secured so that we can participate 
virtually if applicable.

In-District Meetings



About the Promising Pathway Act 2.0 (S. 4426)
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Sen. Mike Braun
(R-IN)

Sen. Kirsten Gillibrand
(D-NY)

The Promising Pathway Act (PPA) 2.0 was 
introduced on May 23, 2024, by Sen. 
Mike Braun and Sen. Kirsten Gillibrand.

This legislation would allow the FDA to 
grant time-limited conditional approval for 
drugs intended only to treat rare, 
progressive, and congenital diseases 
that have demonstrated evidence of safety 
and promising early evidence of 
effectiveness.



Senate (10):
§ Sen. Mike Braun (R-IN)
§ Sen. Kirsten Gillibrand (D-NY)
§ Sen. Kevin Cramer (R-ND)
§ Sen. Joe Manchin III (D-WV)
§ Sen. Eric Schmitt (R-MO)
§ Sen. Alex Padilla (D-CA)
§ Sen. J.D. Vance (R-OH)
§ Sen. Cory Booker (D-NJ)
§ Sen. Josh Hawley (R-MO)
§ Sen. Peter Welch (D-VT)
§ Sen. Lisa Murkowski (R-AK)
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PPA 2.0 Original Sponsors

The Promising Pathway Act 2.0 is a critical 
bipartisan legislative initiative designed to 

expedite the approval process for drugs targeting 
rare and life-threatening diseases.



PPA 2.0 
Endorsements
The act has garnered widespread 
support from over 100 patient 
advocacy groups and stakeholders, 
including the PKDF, emphasizing the 
collective effort to increase access to 
life-saving treatments for rare 
disease. 
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We are 
here! 



Background
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Drugs going through the FDA’s fastest drug approval pathway take an 
average of six years before they are approved

The FDA’s drug approval process follows several different steps 
including discovery and development, preclinical testing, clinical 
trials, FDA review, and post-market monitoring.

There are few or no existing treatments for many life-threatening 
diseases, and small patient populations for clinical trials make it 
difficult to gather sufficient data to meet the FDA’s standards.



Bill Overview

Purpose and 
Goals

• Designed to expedite the 
approval process for 
drugs that target rare, 
progressive and life-
threatening diseases by 
allowing the FDA to grant 
time-limited conditional 
approval that have 
evidence of safety and 
effectiveness.

• Ensures that patients with 
urgent needs can access 
treatments quickly.   

Key Guardrails

• Required eligible drugs to 
have completed Phase 1 
trials and show positive 
results in Phase 2 to be 
eligible for conditional 
approval.

• Conditional approval 
lasts up to two years and 
can be renewed up to 
three times.

• FDA has the authority to 
withdrawal approval for 
safety concerns or if 
eligibility criteria is no 
longer met. 

Responsibilities

• Patients must participate 
in an observational 
registry during treatment.

• Patients also must 
provide informed 
consent.

• Sponsors are responsible 
for maintaining and 
submitting patient data to 
the registry.

• Sponsors must bring 
conditionally approved 
drugs to the market 
within 180 days of 
approval.

Safety and 
Accountability

• Labeling and 
promotional materials 
will be reviewed by the 
FDA within 30 days of 
dissemination.

• A list of conditionally 
approved drugs will be 
publicly available on the 
FDA’s website.

• Private and public 
payers are required to 
cover conditionally 
approved drugs for the 
period of their 
conditional approval.
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Concerns about PPA 2.0
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§ Early clinical data is not always predictive of efficacy and safety of 
a drug

§ Provisionally approved drugs may make the drugs less 
accessible due to health insurance coverage and reimbursement 
challenges



QUESTIONS?
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Contact Us
Nicole Harr
The PKD Foundation
nicoleh@pkdcure.org
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Sydney Shepherd
CURA Strategies
sydney.shepherd@curastrategies.com

Hanna DeVarona
CURA Strategies
hanna.devarona@curastrategies.com


