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The Future
of 340B
and the
Sustainability
of the HTC…
Key Takeaways
At the National Hemophilia Foundation’s (NHF) 70th Annual Bleeding

from the

Disorders Conference (BDC), key opinion leaders in clinical care,

CCSC Symposium

payer management, and federal policy presented on behalf of the
Comprehensive Care Sustainability Collaborative (CCSC). The session,

at NHF’s 70th

entitled “The Future of 340B and the Sustainability of the HTC,” looked at

Annual Bleeding

the future of 340B discount drug pricing for hemophilia treatment centers

Disorders Conference

(HTCs) based on recent and proposed legislation. The current specialty drug
trend and corresponding payer management interventions were explored, in
addition to identifying strategies to enable HTCs to better demonstrate the
value of the integrated care model, thereby allowing centers to promote
network inclusion. Prior to closing the session, attendees were presented
with a to-date review of CCSC’s payer outreach and HTC inclusion activities,
followed by a Q & A session.

For more information, visit www.CCSCHemo.com

		Johanna Gray

“Though HTCs are

unlikely to be the
target of 340B reform,
center stakeholders
should be cognizant
of any potential
changes related to
reimbursement levels
or patient eligibility
and reporting
requirements...”

Senior Vice President
CRD Associates
Johanna Gray, Senior Vice President of CRD Associates, provided a
detailed history of the 340B discount drug program, from its inception in
1992 to the expansion of eligible entities under the Affordable Care Act and
current status of the program under the current administration. Ms. Gray
noted that recently proposed and enacted legislation related to 340B has
arisen from pharmaceutical, health plan, and provider opposition to the
program. Specifically, these stakeholders and other opposition argue the
program has expanded without oversight and drifted from its original intent.
As a result, legislators are proposing new program eligibility criteria and
annual reporting requirements for hospitals, in addition to new requirements
for contract pharmacies and a moratorium on new disproportionate share
hospitals (DSH) and child sites (Figure 1). Although the new Democratic
majority in the House of Representatives is believed to diminish the recent
trend of 340B legislation, Medicare reimbursement cuts in settings besides
hospital outpatient departments and the release of rules or Mega Guidance
containing harmful language to regulate the program still pose a
potential threat.
Thus far, most debate and policymaker interest and/or action remains
focused on hospitals, according to Ms. Gray, and there is general support
for HTCs and other grantees. Though HTCs are unlikely to be the target of
340B reform, center stakeholders should be cognizant of any potential
changes related to reimbursement levels or patient eligibility and
reporting requirements.
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		Marisela Trujillo, MSW

“...the evolving

paradigm of managed
care is shifting toward
the integrated model,
which is the signature
medical home model
of care incepted
by HTCs.”

Administrative Director
University of Texas Health Gulf States Hemophilia
and Thrombophilia Center
Marisela Trujillo, MSW, Administrative Director of University of
Texas Health Gulf States Hemophilia and Thrombophilia Center, then
presented her insights on positioning the HTC model for success amidst
the current environment of health care transformation. Although payer-led
management initiatives often directly impact providers in the HTC, Ms. Trujillo
noted that the evolving paradigm of managed care is shifting toward the
integrated model, which is the signature medical home model of care
incepted by HTCs.
Ms. Trujillo noted that specific efforts—such as accreditation, data sharing,
and patient counseling and advocacy—should be considered to overcome
the challenges facing HTC sustainability (Figure 2). A compelling HTC value
proposition is also required, and Ms. Trujillo cited specific components of
this messaging, including the direct appropriation of 340B funding to
unreimbursed comprehensive care, shared savings with payers and
patients, and improved outcomes in the HTC setting.
		Edmund Pezalla, MD, MPH
CEO
Enlightenment Bioconsult, LLC

From the payer perspective, Edmund Pezalla, MD, MPH, CEO of Enlightenment
Bioconsult, LLC, provided an extensive review of specialty drug and health plan
management trends and initiatives developed in parallel to increased spending in the specialty segment (Figure 3). Dr. Pezalla observed that payers are
managing specialty drug utilization via benefit design, formulary and clinical
policy, innovative contracting, and provider-centric initiatives. A trend toward
increased member cost-share and narrower networks was noted as being
driven by health care purchasers (i.e., employers), with copay accumulator
adjuster programs creating barriers to access and affordability among patients.
While more restrictive coverage presents another potential barrier to member
access, Dr. Pezalla also discussed site of care, value-based contracting, and
clinical pathways approaches that payers are implementing to manage costs
and improve care quality across a number of disease states.
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		Kollet Koulianos, MBA

“A resounding 86% of

those in attendance
agreed that support
is needed from an
initiative such as CCSC
to enhance the
awareness among
payers and purchasers
regarding high quality
hemophilia care...”

Senior Director Payer Relations
National Hemophilia Foundation

Representing quality improvement and cost management interests of
both payers and providers, a retrospective overview of to-date and
prospective CCSC activities were detailed by Kollet Koulianos, MBA,
Senior Director of Payer Relations for NHF. Ms. Koulianos outlined the
outreach and education resources and activities, presentations, copay
accumulator adjustment programs, and employer outreach programs
undertaken by CCSC in 2018. An overview of resources developed, including
updates to CCSCHemo.com, a new CCSC Fact Sheet for Employers, and a
Copay Accumulator Adjustment Handout, were likewise described as being
representative of the initiative’s ongoing commitment to fostering collaboration
between payers and providers and facilitating the sustainability of the HTC
comprehensive care model. In sharing the results of a recent survey
conducted by CCSC, Ms. Koulianos also demonstrated the worth of current
CCSC initiatives for providing education and outreach in the areas where
it is needed most.
The presentations were well received by the attendees, comprising mostly
(55%) HTC administrators, nurses, and hematologists. A resounding 86% of
those in attendance agreed that support is needed from an initiative such as
CCSC to enhance the awareness among payers and purchasers regarding
high quality hemophilia care, and 81% stated they intended to engage in
CCSC initiatives to advance the recognition and value of HTCs. Furthermore,
>60% of the attendees cited at least probable need for a recognition program
for HTCs, such as CCSC membership, to advance HTC sustainability and
support among payers. These findings support the quality of programming
provided via CCSC thus far and indicate a need for further efforts going forward.
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FIGURE 1. 340B Bills Introduced
Numerous bills have been introduced or released:

HR 4710:
340B PAUSE Act
(Reps. Buschon (R-IN)
and Peters (D-CA))

S. 2312: HELP Act
(Sen. Cassidy (R-LA))

S. 2453: Ensuring
the Value of the 340B
Program Act (Sen.
Grassley (R-IA))

New requirements for
contract pharmacies

New eligibility criteria
for hospitals

15 Bills released
before House
hearing this summer

Bill themes:

Moratorium on
new DSH hospitals
and child sites

Requirements
for hospitals to
annually report:
• # of individuals
prescribed 340B
drugs by payer
• Total costs and “savings”
• Total costs of charity
care % of revenue for
physician-administered
drugs names of contract
pharmacies and
other vendors
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FIGURE 2. N
 ovel Approaches for HTCs May be Necessary as
Health Care Landscape Changes
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FIGURE 3. T
 he Specialty Drug Trend Represents a Pressing Matter
for Commercially Insured Populations

Express Scripts. Drug Trend Report. 2018.
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