Victoria Blatter Joins
Haystack Project’s Board of Directors

Haystack Project




WORK GROUPS

Get involved!
Tiara.Logan@haystackproject.org

Ad Hoc Heart Work Group
1st Tuesday at 3 pm ET (1 hour)

HR6160/Medical Necessity Work Group
1st Wednesday at 4:30 pm ET (1 hour)

HP50 Work Group
3rd Tuesday 3 pm ET (1 hour)

First Look Work Group
2nd Wednesday at 12 pm ET (1 hour)

Coverage & Payment (CMS/CMMI)
2nd Tuesday at 1 pm ET (1 hour)

Rare Cancers
4th Tuesday at 1 pm ET (1 hour)

Discussion regarding value and nuances of recent stakeholder interest in defining rare versus ultra rare

diseases. Group discussion and input on value of a definition, what special incentives and benefits might
inure to those who study treatments for smaller diseases and a 2,000 vs 20,000 number. Pink Sheet article
here. Robust discussion!



mailto:Tiara.Logan@haystackproject.org
https://pink.pharmaintelligence.informa.com/PS147817/UltraRare-Orphan-Drugs-Advocates-Begin-Laying-Groundwork-For-New-Incentive-Special-Pathway

Haystack participants have been discussing IRA and its implications for rare disease development and
commercialization for several months. The discussion continued this month:
1.Inflation Rebates. The groups discussed IRA penalties for price increases over inflation. Specifically,
the impact of inflation penalties in shortage or in the context of value based arrangements.
a.Groups raised instances of companies reducing or withdrawing inventory, which is concerning re:
shortage
b.Implications of ‘artificial shortages’ created by companies
2.Drugs Subject to Negotiation, Timelines
a.Explain context
3.Small Biotech Exception
a.Implications for rare — patient groups highlighted that a lot of the innovation in rare come from
really small companies
b.Discussion informed Haystack comments on small biotech exception
4.0rphan Exemption
a.Mechanics, context discussed
b.History of our advocacy in opposing the exemption
c.Implications for our bill, HR 6160
d.Implications for replacing our current sciencelclinical development calculation with a
commercialization calculation - the change in paradigm would damage rare innovation
e.Advocating for CMS to use its discretion in favor of rare diseases
f.Patient groups’ discussion included helping huance our comments to include that many rare
diseases include multiple subtypes, why multiple NDCs are really complicated from a pharmacy
perspective.
5.0ther “Mega Guidance” Provisions to come
a.Data elements - value of the treatment, other drugs that treat the same condition
b.These elements could broaden CMS’ thinking
c.The need for options for patients

LEGISLATION
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https://haystackproject.org/icer

You should have calendar invitations for our standing monthly calls:

3rd Tuesdays 1-2 pm ET - Speaker Series - Invite includes required registration link.
3rd Wednesdays 1-2 pm ET - Member calls with patient groups

Pay your 2023 dues here. Please help us keep up all the good work you’ve come to count on us for!

Follow us on social media LinkedIln, Facebook and Twitter.

THANK YOU TO THE SPONSORS
Please check the website for the growing list of Haystack sponsors, whose support allows us to do what we do!
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Haystack Project is grateful to all of our Alliance Partners for lending their insights and perspectives, as well as
for combining their efforts with ours to better serve the rare and ultra-rare communities.
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