&

FARA ‘ Gt Ai}foaacy
e fwg

-

Didn't Sign Up for Hill Day?
You Can Still Make Your Voice Heard

Here at FARA, we are getting excited for the
8th Annual United Against Ataxia Hill Day on Umted AgamS‘t Ataxia

September 23! We want to thank all the H I LL DAY
advocates who have been preparing to

connect with congressional offices and
champion the issues that matter most to our

_ NAF ‘
commun |ty National Ataxia FN-\’A‘

Foundation

September 23,
If you missed the registration deadline, don't 2026‘
worry, there are still plenty of ways to get ‘
involved and make an impact.

You can contact your lawmakers by email or phone using the contact information
available on their official websites and share our Hill Day asks. Personal stories and
direct outreach are powerful tools for helping policymakers understand the
importance of continued investment in ataxia research and support programs.

You can also show your support for ataxia advocacy by sharing your story on social
media and highlighting what ataxia research means to you. With International Ataxia
Awareness Day coming up on September 25, it's a great opportunity to raise
awareness and amplify our message. Every email, phone call, and social media post
demonstrates the strong support behind our advocacy priorities and reinforces the
message we're delivering on Capitol Hill.

Capitol Hill Updates



https://curefa.org/
https://www.curefa.org/get-involved/advocate/current-initiatives/united-against-ataxia-hill-day/

Congress Passes Continuing Resolution, Delays Proposed
OMB Grant Rule

Congress passed a continuing resolution to fund the federal government through
December 11, 2026, avoiding a government shutdown. The legislation also
temporarily delays implementation of the Office of Management and Budget's
proposed revisions to federal grant regulations, allowing additional time for
consideration of changes that could affect federal grant administration.

FDA Names New CDER and CBER Directors

The FDA announced that it has tapped Michael Davis, M.D., Ph.D., and Karim Mikhail
—who’ve been serving as acting directors of the Centers for Drugs Evaluation and
Research (CDER) and the Centers for Biologics Evaluation and Research (CBER),


https://www.astho.org/advocacy/federal-government-affairs/leg-alerts/2026/summary-of-fy27-continuing-resolution?utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz-8m409hQlaCAn9J16o2ga3igvUC7q4LWmlMzWHszXoh2CoMR1U_npO75apVft6omeiQ1vDaWtxjfsiJ97UIw3iKfjTr5Q&_hsmi=437404413&utm_content=437404413&utm_source=hs_email

respectively—to occupy their posts on a permanent basis. Rather than just filling
vacancies, the selections “signal the direction we are heading,” acting FDA
commissioner Kyle Diamantas said in a Sept. 8 statement. “These leaders will help us
attract and retain best-in-class talent while building the workforce and infrastructure
needed to accelerate innovative across all FDA centers.”

President Trump Nominates Heidi Overton to Lead FDA

President Trump has nominated Dr. Heidi
Overton, currently a deputy director of the
White House Domestic Policy Council, to
serve as FDA Commissioner. Overton would
succeed former Commissioner Marty Makary
and must be confirmed by the Senate before
assuming the role.

HRSA

Health Resources & Services Administration

HRSA Modernizes National Newborn Screening Review
Process


https://www.fiercepharma.com/pharma/fda-solidifies-cder-cber-leadership-posts-commissioner-confirmation-awaits
https://apnews.com/article/fda-donald-trump-heidi-overton-marty-makary-a54907d62a2482bd462410c0778266b9?utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz-_RsqvnUN3DgHy0IIoEUWzvYFj4likCEoj1Ot-Dp27MJbmul1Ws0JFV1vEtQ_RMcmGcrSgHFrBD5Ad5CFSobhuA31_SpQ&_hsmi=434797055&utm_content=434797055&utm_source=hs_email

A National Newborn Screening Workgroup was announced by the Health Resources
and Services Administration (HRSA) in August. The Association for Public Health
Laboratories (APHL) received a grant from HRSA to re-establish a pathway for
conditions to be considered and recommended for inclusion on the Recommended
Uniform Screening Panel (RUSP), and to discuss nationwide issues impacting
newborn screening. HRSA announced funding for the creation of a stakeholder
workgroup to evaluate a new evidence review pathway for the RUSP and to address
emerging newborn screening issues.

U.S. Department of Health and Human Services
Food and Drug Administration

FDA Releases Assessment on the Use of Patient Experience
Data

FDA has released its 2026 assessment on how patient experience data is
incorporated into regulatory decision-making. The report finds continued growth in the
use of patient experience data, including in rare disease and orphan drug
applications, and highlights opportunities to strengthen early sponsor engagement,
improve data quality, and enhance transparency around how patient perspectives
inform regulatory review.


https://www.hrsa.gov/about/news/press-releases/modernize-newborn-screening-review-process?utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz-8qXCO9c6sLkVmhfJNHNQAtCXhIZEcybrTQfYDgcT9n4fEu1hclzD26uuCfimaPr1_HRDe8vX5uSQVSn11eWyDMOQmGaQ&_hsmi=433593133&utm_content=433593133&utm_source=hs_emailved=0
https://www.fda.gov/media/194048/download?attachment=&utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz--ADggsc3C8cwifWgKOJtg6Axqhx1Q8jyouNUo_48X0aQPOu7iQQmODBqfzudL5qD_a3iwJ9mzI04WdFpNaI0AYHurGaw&_hsmi=433593133&utm_content=433593133&utm_source=hs_email

Physicians Urge CMS to Change Medicaid Work
Requirements

The American Medical Association and other physician organizations are urging CMS
to revise its implementation of Medicaid work requirements. They argue that the
current rule could place people with serious, permanent, or progressive medical
conditions at risk of losing coverage.

Upcoming Advocacy Events

Rare DMsease Legislative Advocates

PONWERED BY THE EVERYLIFE FOUNDATION

New England Rare Disease Advocacy Day

Registration for Rare Disease legislative Advocates’ (RDLA) New England Rare
Disease Advocacy Day is open through Friday, September 11! The event is a virtual
day of action for New England (Connecticut, Maine, Massachusetts, New Hampshire,
Rhode Island, Vermont) residents impacted by rare disease to meet your state
legislators, share your stories, and help advance the policy priorities of the rare
disease community.


https://www.ama-assn.org/health-care-advocacy/access-care/physicians-urge-cms-change-medicaid-work-requirements?utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz--uC_oiPa2wSwkSOH5DfbecfSfcjk1koexocrl6jSDhWoLG4oxA_kjgYc5e1v_XDWj4X-WPtP6lw5Zf9_D7J1bV1p9nDg&_hsmi=436145532&utm_content=436145532&utm_source=hs_email

Virtual meetings will be held on October 6 and 7, with mandatory attendance at the
virtual legislative conference and webinar trainings the week of September 28.

Announcements
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The EverylLife Foundation for Rare Diseases is now The
RARE Foundation

The RARE Foundation's new name stands for Relentless Advocates. Robust
Evidence. It reflects the voices of patients, caregivers, advocates, researchers,
industry leaders, and policymakers coming together to drive science-based policy
change. While the look has changed, RARE Foundation's mission has only grown
stronger. The organization remains committed to accelerating diagnosis, improving
access to treatments, advancing equitable healthcare, and strengthening the rare
disease community.

FARA Joins Mitochondrial Disease Advocacy Coalition

We’re proud to announce that FARA has joined 16 other mito-
focused organizations to launch the Mitochondrial Disease

Advocacy Coalition, a unified body formed to speak with one %
voice on Capitol Hill. For years, we've each fought hard for g

={ulllin
this community — separately. Today, that changes as we work ﬂ!égﬂg!gp:m;u.
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together toward more federally funded research, supporting
mito friendly legislation, and fostering a regulatory
environment that can meet the urgent need for therapies.


https://share.hsforms.com/18KcfVRiiTXWaFa-Rt0uydQdj7j2
https://www.rareadvocates.org/?utm_medium=email&_hsenc=p2ANqtz-_J3oXc0AmJHtbA2PlY4gwmkvDDbtLrlWcijEMIZh-NPJMpCILZk9m9iO__4Yv9jM2k1Jq_ngkyr8zAgV1GDO-K2h4aOA&_hsmi=437986691&utm_content=437986691&utm_source=hs_email

State News

Prescription Drug Coverage for Rare Diseases in California

CA AB 1887 passed both chambers of the legislature
and is now on the Governor's desk. The bill requires
health insurers to complete prior authorization within
30 days of a drug being prescribed to treat rare
diseases.

CMS Finalizes Changes to Medicaid State Directed

CMS

(ENTERS FOR MEDICARE & MEDICAID SERVICES

Payments

CMS has finalized new limits on Medicaid state
directed payments, reducing the maximum payment
levels available to states under managed care. States
are now evaluating how the changes may affect
Medicaid financing, provider reimbursement, and
access to care as implementation moves forward.



https://mitoadvocacy.org/coalition_announcement/
https://leginfo.legislature.ca.gov/faces/billStatusClient.xhtml?bill_id=202520260AB1887
https://www.stateside.com/blog/medicaid-state-directed-payments?utm_campaign=Community%20Congress%20-%20All%20Members&utm_medium=email&_hsenc=p2ANqtz-8mglU6xIgXD8ni2zpMi3hb7JTrF_mqViV3pEETV89WOIOF4zXJS0jndksVMMdcIGm9kUFUActmFfbq5_CVOamCnbUAGw&_hsmi=437404413&utm_content=437404413&utm_source=hs_email

@ State has an RDAC @ State does not have an RDAC

Upcoming Rare Disease Advisory Council (RDAC) Meetings

Massachusetts: The Massachusetts RDAC meets on the third or fourth
Thursday of every other month from 9:00 am to 11:00 AM. They will be meeting
virtually on Thursday, September 17. Additional meeting information can be
found here.

Connecticut: The Connecticut RDAC meets on the fourth Tuesday of every
month from 2:00 p.m. to 3:00 p.m. ET. They will be meeting virtually on
September 22.

Tennessee: The Tennessee RDAC meets on the fourth Wednesday of every
other month. They will be meeting on Wednesday, September 23. If you are
interested in joining the meeting, please email info@tnrdac.org for instructions
on attending.

Maryland: The Maryland RDAC meets on the second Tuesday of every month
from 4:00 p.m. to 5:00 p.m. They will be meeting on Tuesday, October 8.
Additional meeting information can be found here.

Colorado: The Colorado RDAC will be meeting virtually on September 14 from
9:00-11:00 AM. You can find additional meeting information here.

Michigan: The Michigan RDAC will be meeting on October 7 at 10 AM. You can
learn more about joining the meeting here.


https://www.mass.gov/info-details/rare-disease-advisory-council-meeting-schedule-2026#full-council-meetings
mailto:info@tnrdac.org?subject=&body=
https://health.maryland.gov/phpa/cyshcn/Pages/Rare-Disease-Advisory-Council.aspx
https://cordac.org/meetings/
https://www.michigan.gov/mdhhs/adult-child-serv/childrenfamilies/hereditary/michigan-rare-disease-advisory-council/meetings

Utah: The Utah RDAC will meet on September 15 from 11:00 a.m. to 1:00 p.m.
You can attend in-person at HELIX Complex, 30 Mario Capecchi Dr, Salt Lake
City, UT 84112. You can attend virtually by filling out this form.

Update Us on Your Advocacy!

Have you engaged in advocacy recently? Met with a federal, state or local lawmaker?

Participated in a public meeting or wrote about FA or rare disease? FARA would love

to share the amazing advocacy work our community members are doing. So, please
let FARA know by sending updates to Berkley Bell, berkley.bell@curefa.org.

Thank you to our
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