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Friends, colleagues and clients,

As 2016 comes to a close, and on behalf of the Visante
team and myself, I would like to thank all our clients for
trusting us to assist you in the advancement of your
business and clinical initiatives. We do not take that trust
lightly and appreciate each and every opportunity you
have given us. With your support we will close out our
busiest year since Visante was started in 1999 and we look
forward to continuing this trend in 2017.
 
While 2016 was great for business in the U.S. with many
organizations enhancing their focus and efforts on
medicines optimization, it was certainly a wildly
unpredictable year overall. Anticipated release of the 340B
Mega-Guidance did not occur as expected, and the
anticipated release of the revised USP Chapter 797 did not
happen. We saw some surprising guidance released by the
FDA on the Compounding Quality Act and some very
significant fines levied by the DEA against hospitals for lax
diversion control efforts. Topping off all of this was the
unexpected U.S. election results, which leads our list of
key elements for 2017.
 
With medicines as the fastest growing expense line in
healthcare, the primary treatment modality for the
majority of patients, the primary contributor to medical
error and still a major source of revenue, we expect the
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focus on optimization of medicines management to
continue to escalate for 2017 as more organizations realize
the impact that high performance pharmacy can have on
both quality and finances.
 
Looking ahead to 2017, we would like to offer our point of
view for the top 10 issues impacting medicines
optimization efforts for our clients. 

Visante's Top 10 for the New Year

#1 New Administration healthcare policy
The stated goal of virtually every Republican presidential
candidate, including President-elect Donald Trump, was the
immediate repeal and replacement of the Affordable Care
Act (ACA). While the ACA is far from perfect, it addresses a
number of glaring deficiencies in U.S. healthcare. We all
need to pay close attention as the GOP agenda becomes
clearer and the impact is factored into our 2017 strategies.
Certainly, there will be immediate impact on patient
access, quality outcomes and cost and reimbursement that
will need to be addressed, and medicines can play a key
part in all these areas. Jim Jorgenson describes some of
the important considerations for healthcare here.

#2 Outlook for 340B
Crystal balls everywhere are working overtime to predict
what will happen with 340B in 2017 and beyond. What will
happen to HRSA’s Omnibus Guidance, or “Mega-Guidance,”
which was originally expected to be published in its final
form in late 2016.  Will the new Administration delay it, for
a short time or indefinitely? Also in question: What
happens to 340B eligibility for rural hospitals if the
Affordable Care Act is repealed, since the ACA gave them
their eligible status. These two questions, as well as some
possible good news in eligibility for new non-grandfathered
clinics of hospitals will be closely watched in the coming
months. Read more here.

#3 Specialty Pharmacy: Same song, different dance 
Specialty pharmacy in 2016 saw more of the same as in
past years, reinforcing trends that have been
commonplace for the past 4-5 years. However, a couple of
new wrinkles are causing stakeholders to rethink long-term
strategies as payors get more aggressive with cost
savings, PBM-owned specialty pharmacies increase their
pressure to maintain market shares, and health systems
really dig into specialty pharmacy as a growth strategy. Oh
yeah, drug prices and the product pipeline are still
growing, too. Read more about these trends in specialty
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pharmacy. Click here to read more on this topic from
expert Tony Zappa.

#4 Pharmaceutical benefits – time for a tune up?
Have your pharmacy benefit trends been pretty acceptable
for the past 4-5 years? Has the increase in pharmaceutical
spending been in line with other medical spending trends?
If that's not the case, it may be time for a tune up. One of
the issues facing plans in 2017 will be the possibility of
double-digit brand drug price inflation, as the benefits of
generic drug substitution may slow significantly. Add on
the high cost of new specialty drugs, and a tune up is a
smart idea for 2017. Learn more here.

#5 Preventing drug diversion
This year, the DEA continued investigations of hospitals for
deficiencies in controlled substance handling.
Unfortunately, many of the reviews resulted in substandard
performance with accompanying multi-million dollar fines.
In 2017, we anticipate DEA investigations to increase
across the U.S. and reach into small and mid-size
hospitals. The reason hospitals struggle so much with
diversion is the lack of control around the diversion
variables: access plus opportunity equals diversion

(A+O=D2 TM). Diversion prevention must be a priority and
an external review is the best place to start. Our expert,
Greg Burger,  explains more about the situation here.

#6 Biosimilars impact on healthcare system
2017 should be an important year with regard to emerging
biosimilar products and corresponding changes in
regulatory and payer policies that will impact their uptake
in the U.S. healthcare system. The FDA has not yet
released its draft guidance on interchangeability, therefore
none of the current biosimilars can be automatically
switched by the pharmacist without prescriber
intervention. The formulary systems within health systems
play an important part in the use of biosimilars, and there
is much to learn about how to establish these medications
in the health system's electronic health record. These are
just some of the important issues surrounding biosimilars
– click here to read more from our expert, Jim Stevenson. 

#7 797/800 Sterile compounding
The complexity of sterile compounding standards will
continue to escalate and challenge healthcare institutions
in 2017. Recent survey results from Pharmacy Purchasing
and Products 9th Annual National Survey: 2016 State of
Pharmacy Compounding show how 64% of hospitals
reported a lack of full compliance with USP <797> and
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on 340B Coalition
Conference Wrap-
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There's lots more at
www.VisanteInc.com, so
check it out 24x7 for more
useful tools and information
on improving medication
management and
government program
compliance.
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one-third of hospitals acknowledged a patient event due to
compounding error within the past five years. Forthcoming
changes will challenge an already complex process, all in
the name of patient and healthcare provider safety. Expert
Fred Massoomi explains more here. Also, watch for
monthly updates on compliance guidance in this
newsletter. 

#8 Population Health Management
In 2017, there will be continuing pressure to improve
health care outcomes and reduce the cost of care across
all delivery settings. As such, population health
management will become an increasingly important health
care delivery model for providers and health plans. Many
factors will contribute to this movement including the
potential repeal or replacement of the ACA, ongoing
consolidation of major national insurance plans, the
continuing development of narrow networks with low
premiums, and evolving reimbursement models. Learn
more here about how population health management will
be an important driving factor in the health care system in
2017. Our expert David Kvancz explains more here.

#9 CMS Compliance
In 2017, the Centers for Medicare and Medicaid
Compliance (CMS) will continue to focus on beneficiary
protections, cost reductions and increased impact of non-
compliance. Timeliness monitoring and non-renewal
notices for Plan Sponsors with less than 3 stars for the
past consecutive three years due to noncompliance are
also important considerations. Our experts explain more
here.

#10 Antimicrobial Stewardship – Don't just check
the box
Back in 2014, the White House issued an Executive Order,
"Combatting Antibiotic Resistant Bacteria," citing the need
for engagement by multiple sectors. Fast forward to 2017,
and engagement means more than just checking the box
for AMS. There are structure, processes and outcome
criteria that are essential components for AMS and are now
required by the Hospital Conditions of Participation.
Hospitals not in compliance may lose their Medicare
program status and pay financial penalties from high rates
of infection. Hospitals struggling to improve their
performance need to relook at their efforts in antimicrobial
stewardship. Maureen Burger explains more here.

On behalf of all of us at Visante, we wish you happy
holidays and all the best in 2017! 
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