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Life
Sciences

Key Calls

Drug Pricing / Exchange plan contracting will conclude in both federal and state
exchanges in the next 1-2 months; most plans will rely on commercial pricing in 2014.
Device Coverage / CMS is likely to release final Coverage with Evidence Development
(CED) guidance in line with draft guidance. Medicare local contractors are likely to use
CED as a way to cover devices and diagnostics while they collect more information.
Molecular Diagnostics / Despite FDA’s renewed statement of intent, the logistical
challenges of implementing a broad Lab Developed Testing (LDT) oversight plan and
questions about the limits of FDA’s authority imply a low likelihood of LDT regulatory
guidance in 2013.

Outlook Update Sections

Recent Avalere Analyses

Branded Pharmaceuticals /
Specialty Drugs / Biosimiliars

1.

Avalere modeled the number of individuals who are likely to enroll in exchanges and
projected expected out of pocket drug costs for those patients.

2.

Created a tool to rank the risk of payer Health Technology Assessments (HTAs) on
a manufacturer’s portfolio products, and helped identify strategies to mitigate any
risk.

3.

Supported product sales of a new blood transfusion technology by assessing the
hospital-specific economic impact.

4.

Forecasted enrollment, plan participation, and pharmacy benefit trends in Medicare,
Medicaid, commercial, and state exchange markets for 2014 and beyond for specific disease classes.

Generic Drugs

Medical Devices

Diagnostics
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Branded Pharmaceuticals /
Specialty Drugs / Biosimilars
Quarter Call
Exchange plan contracting will conclude in both federal and state exchanges in the next
1-2 months; most plans will rely on commercial pricing for prescription drugs in 2014.
Long-term Call
Persistent uncertainty about health reform implementation challenges forecasts. Avalere
predicts 8 million individuals in the exchanges and roughly 5M through Medicaid expansion
could gain coverage in 2014, resulting in volume growth but also pricing pressure.

EHB Formulary Requirements

Exchange Implementation Hurdles

Health plans submitted benefit and formulary designs based
on final essential health benefit (EHB) requirements released in
February. Under new rules, exchange and non-grandfathered
non-group and group plans must cover one drug per class
or the same number of drugs as the state’s benchmark plan,
whichever is greater.

States and the federal government are moving rapidly to
implement insurance exchanges in every state before open
enrollment begins on October 1. In 2014, 35 states will
rely fully or partially on the federally-facilitated exchange
for operational support. Avalere estimates up to 8
million people could enroll next year, which will increase
commercial coverage for drugs. Thus far, plan participation in
most states is strong with more than 4 carriers participating
in 22 of the 32 states that have released data. However,
states with small exchanges (e.g., MT, IA) and consolidated
non-group markets (e.g., VT, RI) are facing limited plan
participation.

What’s Next? Given tight timing, most health plans will rely on
existing commercial contracts for drug pricing and formulary
design in 2014, though a few did solicit new rebate requests
from manufacturers. While EHB requirements set relatively
broad coverage standards in most states, a few key areas of
risk remain for product access. First, given low actuarial values
and competitive pressure on health plans to keep premiums low,
cost-sharing for pharmacy benefit drugs is expected to be
very high. Coinsurance for specialty tier drugs is likely to
range from 20-50% across plans, which could inhibit access
and adherence for enrollees. Second, in most cases, extended
release drugs, combination therapies, and medical benefit
products are not protected under EHB rules, which could
result in poor coverage of these products by exchange
plans.

What’s Next? Ongoing uncertainty about whether
exchanges will be up and running on time raise questions
about consumer turn-out. A recent GAO report confirmed
challenges, particularly related to IT, for both state and
federal governments but did not raise any critical concerns
about exchanges being ready this fall. Importantly, lack
of consumer awareness and the success of marketing
campaigns will be critical for initial program participation.
Lower than expected enrollment or significant adverse
selection by chronically ill patients could strain the program
in year one. In the next few months, watch for how average
premiums compare to projections and the number of carriers
entering state markets as leading indicators of success.
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Medicaid Expansion
Decisions
To date, 23 states and DC have
committed to expansion and 21 states
are opposed. Several states, led by
Arkansas, are interested in a premium
support option to expand using private
exchange plans but this model is not
expected to be a trend. Based on
current state expansion decisions,
Avalere estimates Medicaid enrollment
will grow by 5 million beneficiaries
in 2014, which will increase drug
manufacturer rebate liability.
What’s Next? Despite significant
interest from governors, strict CMS
rules on the premium assistance model
suggest that few states will be able
to use that mechanism. While states
have the authority to collect rebates
for Medicaid beneficiaries enrolled
in premium assistance models,
Arkansas has indicated that it will not
collect rebates for these enrollees in the
near term. Over time, manufacturers
should expect rebate liability to grow
as more states opt-in to expansion
and more premium assistance states
begin collecting rebates.
Now that most state legislatures have
adjourned, it will be harder to approve
expansions in time for 2014, though
hospital lobbies will continue to apply
pressure in support of Medicaid
expansion until the end of the year. If half
of states do not expand, manufacturer
rebate growth will be limited but patients
under 100 percent of poverty will
continue to have no access to coverage
in many states and will rely on patient
assistance programs.

FDA Guidance on Rheumatioid Arthritis May Increase R&D Costs
FDA’s new draft guidance aims to clarify the specific clinical development criteria
that will help expedite rheumatoid arthritis product development and builds upon
the advances that have occurred in the RA space for the past decade. FDA’s use of
physical function to demonstrate efficacy represents the Agency’s attempt to move
away from surrogate endpoints alone, such as measures of disease activity, for
product approval. FDA’s emphasis on an active comparator and focus on patientreported outcomes (PROs) reflects an ongoing need by post-approval decision-makers
for evidence that compares multiple treatment options. The appearance of PROs in
pre-approval requirements is due in large part to the rise of new RA therapeutic options
in the past decade.
What’s Next? RA products coming to the market may need significantly larger
clinical trials, with the potential for an increase the cost of drug development and a
decrease in investments in new RA products.

Release of De-Identified Data A Risk for Manufacturers
Following an unprecedented release of data by Medtronic about its Bone
Morphogenetic Protein (BMP) product, two independent analyses of BMP were
published in the Annals of Internal Medicine. While the studies found that BMP was
clinically effective for on-label uses, they highlighted that it had higher complication
rates for some off-label uses. While these results are not ideal for Medtronic,
this sharing of product-specific data represents an ongoing trend where the
industry makes clinical data available to academics in an effort to be more open
about the risks of medical products. Recently, Glaxo Smith Kline (GSK) made a
similar move by giving Duke University access to data on Avandia. In the case of
GSK, the academic review resulted in a positive discussion of Avandia by the FDA.
What’s Next? A recent FDA proposal to accelerate this data sharing trend through
the release of de-identified and masked clinical trial data is out for public comment
until August 5th.

FDA Benefit / Risk Framework
FDA is looking to establish a framework for evaluating the benefits and risks of drugs
that could better incorporate the perspectives of patients with specific diseases or
conditions. As part of this effort, FDA will convene 20 disease-specific meetings over
5 years, beginning in FY13 (4 meetings annually).
What’s Next? FDA has proposed 39 diseases that could be selected for one of the
topics of the 20 meetings. Proposed diseases include heart failure, depression,
obesity, hepatitis C, HIV, lung cancer, and melanoma. FDA will narrow the list of 39
diseases to 20 based on public feedback. Incorporating patient-centered endpoints
into the risk-benefit framework may alter the data that is needed for product approval.
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Biosimiliars Delayed Until 2014

Tighter Drug Compounding Regulation Unlikely

FDA will continue to implement its new
authorities under the Affordable Care Act to
approve biosimilars.

A bipartisan group of Senate HELP committee members released
draft legislation this week to increase FDA’s regulatory authority over
pharmaceutical compounders. Among the provisions, FDA would be
authorized to prohibit the compounding of biologics, consistent with the
position FDA Commissioner Hamburg expressed during Congressional
testimony late last year. The legislation also grants FDA special flexibility
to authorize compounding in the case of drug shortages. Imposing costly
comprehensive regulatory requirements on large-scale compounders like
the New England Compounding Center (NECC) would tend to deter such
compounding and thus advantage traditional drug manufacturers versus
an important competitor. The biologic-related compounding provision,
in particular, would benefit Genentech and Regeneron if FDA prohibited
compounding of the biologic Avastin, currently widely prescribed off-label to
treat wet AMD.

What’s Next? No approvals are expected
until 2014 and later, and even these
are unlikely to include interchangeable
biosimilars. As such, the US will continue
to lag behind Europe and the business
model for commercialization of noninterchangeable biosimilars will be
more akin to a competing brand than
a substitutable generic. Detailing will be
required. FDA will likely issue further draft
guidance to sponsors, including guidance on
clinical pharmacology, and possibly on naming
and interchangeability. The Agency may finalize
the three guidance documents they issued in
February 2012.

What’s Next? After considering stakeholder input, the committee will
likely move to markup a bill later this summer / early fall. As the draft largely
reflects FDA’s wishes, and sentiment in the House runs strongly against
granting FDA any more power, enactment of compounding legislation this
year is unlikely.
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Generic Drugs
Quarter Call
CMS will release its final AMP/FUL rule in 2013, and is likely
to grant manufacturers a few months time to adjust to AMP reporting
practices and to implement post-ACA FULs.

Generic Drug Medicaid
Payments
The ACA mandates that federal upper
limits (FULs), a Medicaid reimbursement
cap for multiple source drugs, be based
on average manufacturer prices (AMPs)
rather than the typically higher AWPs
(average wholesale price); this will likely
cause a significant number of FULs to fall
below most states’ maximum allowable
costs (MACs) and cause a decline in
Medicaid pharmacy reimbursement.
What’s Next? CMS will release its final
AMP/FUL rule in late 2013, and is likely to
grant manufacturers a few months time
to adjust to AMP reporting practices
and to implement post-ACA FULs. The
impact will vary by drug and state, but
in aggregate, this will negatively affect
Medicaid pharmacy margins.

Pay For Delay
The US Supreme Court (SCOTUS) ruled that “pay for delay” agreements, where
brand drug makers pay generic drug makers not to market their versions for a
time period prior to expiration of the brand drugs’ patents, may be anticompetitive
and subject to challenge under antitrust law. While the court did not rule that all
such agreements are presumptively illegal, it did overturn the industry-favored
’scope of the patent’ test. The ‘scope of patent’ test essentially immunized
such agreements from antitrust review and had been the governing rule in most
jurisdictions and predicate for an average of 30 drug patent settlements in each of
the last 4 years. With the FTC now able to sue to block any agreement perceived
as anticompetitive, brand and generic drug makers will be less likely to reach
such settlements and generics will be less likely to challenge some patents in
the first instance.
What’s Next? The FTC will decide whether to challenge agreements that were
reached in the past with respect to brand drugs for which the patent remains
unexpired, though given its limited resources, it will have to prioritize. It will almost
certainly press its case in two live litigations related to generics for Androgel® and
Provigil®. Legislative proposals to prohibit “pay for delay” are now moot.
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Medical Devices
Quarter Call
CMS is likely to release final CED guidance in line with draft guidance. Medicare local contractors are likely to use CED as a way to cover devices and diagnostics while they collect
more information.
Long-term Call
CMS and private payers will continue to increase
scrutiny of high-cost/high volume devices in areas including cardiology,
imaging, hip, knee, and spinal implants. Scrutiny could be compounded
by a PAC bundling demo.

Medical Device Tax Repeal Unlikely

Coverage with Evidence Development (CED)

The Senate voted for an amendment to the non-binding
budget resolution that would repeal the ACA’s 2.3%
medical device tax that took effect Jan. 1 of this year.
Meanwhile, group purchasing organizations (GPOs) are
increasingly pushing back against higher device prices
and new charges. Most recently, a GPO group created a
website highlighting device makers that are passing the
cost of the device tax on to customers. While this vote
does indicate that many Democratic lawmakers are under
increasing pressure from their constituencies to remove the
sales tax, it remains mostly symbolic in nature. According
to the Joint Committee of Taxation, repeal would cost $29B
over 10 years. Given that Congress is already struggling
to find ways to reduce federal healthcare spending,
lawmakers will most likely not be amenable to having to
find an additional $29B in cost offsets. That said, the idea
of retroactively delaying the tax by a year may resurface in
Congress to alleviate industry concerns by giving device
makers one more year to adjust their business models.

CMS has updated its 2006 guidance on its use of coverage
with evidence development (CED). In draft guidance, CMS
maintains significant flexibility for it and its contractors
to implement CED as a means to generate more
robust evidence on the use of products in the Medicare
population.
What’s Next? CMS will release final CED guidance in
late 2013, which is likely to be largely in line with the draft.
CMS and its contractors will invoke this authority with
increasing frequency and potentially on a broader range
of products, including those that have recently been FDAapproved. CED may become a more attractive option for
device and diagnostic makers as a way to have Medicare
reconsider existing non-coverage decisions or as a pathway
for getting new, emerging products onto the market faster.

What’s Next? Despite mounting pressure from industry,
retroactive repeal of the device tax remains unlikely.
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Device Registries and Post-Market Surveillance

FDA Enforcement Activity

FDA is looking to enhance its post-market medical device
surveillance and has proposed several activities to collect,
analyze, and respond to information on medical device postmarket performance. One such activity is supporting the
development of device registries, which would enhance the ability
of device makers to act on adverse events.

The FDA issued a warning letter to St. Jude based on safety
concerns with its Durata product. FDA sent a junior and
then senior level expert to the facility. In addition, increased
Medical Product Safety Network (MedSun) activity and higher
than usual Manufacturer and User Facility Device Experience
(MAUDE) reports has left concerns around the safety of Intuitive
Surgical’s da Vinci robotic surgical system.

What’s Next? Look for FDA to move forward with identifying
priority medical devices for which registries could provide
useful information; likely targets include subset of Class III or
permanently implantable Class II medical devices.

What’s Next? If St. Jude’s response to the warning letter is
unsatisfactory there is a 60% chance the warning letter will lead
to a consent decree within 6 to 12 months. Also, if the safety
concerns with Intuitive’s robot are the result of user error, then
the company may be required to provide further training to
operators.
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Diagnostics
Quarter Call
Despite FDA’s renewed statement of intent, the logistical challenges of implementing a
broad LDT oversight plan and questions about the limits of FDA’s authority imply a low
likelihood of regulatory guidance in 2013.
Long-term Call
Molecular diagnostics reimbursement will continue to be scrutinized with increasing
ire from manufacturers over Medicare rate-setting. Increasing evidence and regulatory
standards will push the bar higher for coverage of molecular diagnostics.

Molecular Pathology (Mol-Path)
Test Reimbursement
CMS published proposed MAC payment
rates for approximately 114 new MolPath CPT
codes following CMS’s decision in fall 2012
to incorporate MolPath codes into the Clinical
Lab Fee Schedule (CLFS) valued through the
gap-filling process. Many rates have significant
variations and many were not valued by every
MAC. Clinical labs or diagnostic companies
that traditionally charged higher rates using
stacking codes may see significant declines
under the proposed Medicare payments for
MolPath tests. CMS will establish a national
limitation amount (NLA) for each code, which
is the highest payment amount Medicare will
allow for a test. Some MACs will continue to
reimburse below the NLA if they established
a lower payment amount. Smaller clinical
labs and diagnostic companies that perform
unique diagnostic tests may encounter a more
challenging business environment, potentially
impacting patient access to certain diagnostics
What’s Next? Public comments on the
proposed molecular pathology payment rates
were due July 8, 2013. Final payment rates will
be established by September 2013, as part of
the CLFS.

FDA Regulation of Lab Developed Tests Unlikely in 2013
FDA Commissioner Hamburg reiterated at a major cancer conference that
regulation of lab-developed tests (LDTs) within a risk-based framework is a
priority. After this, the American Clinical Lab Association (ACLA) submitted a
citizen petition to FDA arguing that LDTs are processes, not products, and
labs performing LDTs are already properly regulated by CMS under CLIA.
The FDA has been discussing LDT regulation for years and is increasingly
concerned about the proliferation of molecular diagnostics of unknown clinical
utility. Many drug and diagnostic kit manufacturers too, like Roche, have
long argued that LDTs and kits should be subject to the same FDA safety
and effectiveness approval process. The lab industry argument, however,
that regulation of LDTs would likely preclude and/or delay new development
of tests like Myriad Genetics’ BRCA, has thus far prevailed. Hamburg’s
statements at the Annual American Society of Clinical Oncology (ASCO)
conference indicate that when FDA moves, it will likely move first to regulate
cancer LDTs. Additionally, it is unclear whether classifying LDTs as medical
devices would subject the tests and the clinical laboratories to the ACA’s 2.3%
medical device excise tax, as the ACLA argues.
What’s Next? Despite FDA’s renewed statement of intent, the logistical
challenges of implementing a broad LDT oversight plan and questions about
the limits of FDA’s authority imply a low likelihood of regulatory guidance
in 2013. If/when FDA moves, it will likely first narrowly regulate oncology
LDTs and slowly expand to products in other therapeutic areas, like
infectious and auto-immune diseases.
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SCOTUS Ruling on DNA Patentability
The US Supreme Court ruled that only non-naturally occurring complementary DNA (cDNA) molecules, and not naturally-occurring
DNA molecules, are eligible for patent protection. This ruling is likely to open gene-based diagnostic testing markets that are
dominated by patent-protected products to new entrants. For example, Quest Diagnostics and Technion already plan to enter into the
BRCA test market which is currently held by Myriad Genetics’ patent-protected tests.
What’s Next? It is still unclear which legal avenues are available to makers of patent-protected products such as Myriad that could
allow them to enjoin potential new competitors from entering their markets. While the outcome of any legal action to this effect will
almost certainly vary on a case-by-case basis, Myriad’s reaction to new BRCA testing market entrants will be a key indicator.
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Managed Care &
Distribution
Key Calls

Commercial. Exchange Roll Out / While Avalere’s model approximates 8M 2014
Exchange enrollees, this estimate is contingent on all states launching on 1/1/14 and on
fully–funded outreach/enrollment efforts. Given the underfunded outreach efforts to date,
ongoing concerns around technology to support the exchanges, and varying levels of
state efforts around enrollment launch, actual 2014 enrollment could prove to be lower
than the 8M estimate.
Delayed employer mandate, verification requirements and smoker’s penalty point to
ongoing implementation and IT infrastructure issues.
No delays in the individual mandate or the 1/1/14 exchange start date are expected.
However, Open Enrollment beginning on 10/1/13 may see a slow start, pending
readiness of IT and consumer assistance infrastructure.
Medicaid / About half of states will forego Medicaid expansion in 2014 (representing
roughly 1/2 of the eligible lives); Arkansas and 1-2 other states have initiated waiver
negotiations with CMS on Medicaid premium assistance model as a Medicaid
expansion alternative, but this model will not be a trend among hold-out states.
Duals / Demos continue with slower than expected roll out and lower than initially
estimated enrollment.

Outlook Update Sections
Medicare Advantage

Medicaid

Recent Avalere Analyses
1.

Analyzed Essential Health Benefit (EHB) benchmark drug formularies and mental
health benefits to assess coverage.

2.

Quantified the impact of changes to the Medicare Star Ratings system on reimbursement to Medicare Advantage plans.

Commercial

Pharmacies, Wholesalers, and PBMs
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Medicare Advantage
Quarter Call
MA organizations will continue to offer robust plan options, with any service area reductions for CY 2014 bids limited to plans that disproportionately enroll complex, frail seniors
(e.g., SNPs), which will see payments hit most by the risk model changes for 2014.
Long-term Call
Enrollment in MA plans, especially HMOs and local PPOs, will continue to grow as plans
manage through ACA payment cuts.

MA Enrollment
CBO now projects Medicare Advantage enrollment growth
to continue through the next decade rather than decline. The
change in estimated MA enrollment is a result of the CBO
throwing in the towel on its original analysis of the impact of the
ACA’s ~$200B in MA cuts.
What’s Next? The 2015 star rating cliff will test whether MA
enrollment gains are here to stay.
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Medicaid
Quarter Call
About half of states will forego Medicaid expansion in 2014; Arkansas and 1-2 other states
initiate waiver negotiations with CMS on Medicaid premium assistance model. Duals
demos continue with slower than expected timing.
Long-term Call
The majority of states will expand Medicaid over the next several years, with several large
states (e.g., OH and MI) expanding in 2015. Only a few states will pursue alternative models
such as premium assistance.

Medicaid Expansion Decisions

Medicaid Premium Assistance Guidance

Since the Supreme Court ruling, 27
states have declared that they will not
pursue the Medicaid expansion or are
leaning toward not participating in the
expansion. Though there is no deadline
by which states must decide whether
to expand, decisions in most states will
require legislative approval. States whose
sessions have ended without action may
call special sessions to reconsider this
issue.

CMS guidance clarifying rules around Medicaid premium assistance for exchange
plans indicates that CMS will only approve such arrangements under State
Plan Amendments (SPAs) if the programs meet strict cost-effectiveness criteria.
However, CMS also stated it will also consider using Section 1115 waiver authority
to allow states to consider additional sources of savings, such as reduced
churn between Medicaid and the Exchanges, to achieve budget neutrality.
CMS reaffirmed, however, that Medicaid benefit and cost-sharing requirements
will apply to any plans purchased through the exchanges under a premium
support model. States are unlikely to be able to prove cost effectiveness
of premium support models compared to traditional Medicaid, however a
select few states (such as Arkansas) are still likely to move forward with
such arrangements under CMS’s 1115 waiver authority. The guidance is a
blow to Republican governors (e.g., Tennessee) who hoped to adopt premium
assistance models without adhering to Medicaid cost-sharing requirements. As
such, widespread adoption of premium assistance models in lieu of Medicaid
expansion in 2014 and 2015 is unlikely.

What’s Next? In many states that are
expanding, it remains unclear whether
the state and plans will be ready to
implement on-time.

What’s Next? CMS is likely to negotiate premium assistance programs with a
small number of select states in the coming months. Details unlikely until late
summer. Governors still considering Medicaid expansion will need to decide
whether to advance legislation this session or, perhaps, call a special session of
the legislature this summer or fall. Premium assistance is unlikely to be a trend.
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Medicare-Medicaid (Duals) Demo
Though 26 states submitted proposals last spring to coordinate care for dual eligible beneficiaries, 5 have since dropped out of
the demonstration and 15 have delayed their start dates from those originally proposed. States still interested in the Financial
Alignment Demonstration (FAD) are proposing to enroll almost two million of the seven million full benefit duals nationwide,
consistent with early projections by the Centers for Medicare & Medicaid Services (CMS). However, only six states have signed
memoranda of understanding (MOU) with CMS to cover 899,000 duals. Capitated states have attributed delays to prolonged
negotiations with CMS and the need for more time for outreach and education efforts. Managed FFS (MFFS) demonstrations have
been slowed due to delayed approval from CMS—only one of four states planning to implement an MFFS demo in 2013 has a
signed MOU. Additionally, states that dropped out of the capitated FAD cited challenges that other states will likely face as they
move forward, including concerns with low plan payment rates, challenges recruiting providers, and the inability to include services
traditionally carved out of managed care.
What’s Next? Given ongoing delays in CMS’ approval of other states, the demos are likely to proceed slower and with fewer
individuals than initial projections.

Figure 1 / To date, 23 States & DC Plan to Expand Medicaid Eligibility in 2014, 21 Will Not Expand, and the Remainder are
Undecided

State Commitment to Expand Medicaid Eligibility in 2014

Will Expand (23 + DC)
Leaning No (6)
Will Not Expand (21)

Source: : Avalere State Reform Insights, Updated July 9, 2013
*Considering a premium assistance model for expansion using exchange plans for some or all beneficiaries
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Commercial
Quarter Call
The decision to delay the employer mandate is not expected to have a major impact on
insurance coverage in 2014 and does not represent a significant impediment to successful
implementation in 2014. Delays in the employer mandate and the verification requirements
point to the administration’s focus on maximizing year 1 enrollment and minimizing possible
IT concerns. It is unlikely the administration will delay the individual mandate or launch date
for the exchanges.
Long-term Call
Enrollment in exchange plans could be up to 8 million individuals in 2014, but IT
infrastructure hurdles or limited/delayed marketing could slow uptake early in open
enrollment

Employer Mandate Delay

Initial Exchange Premiums Released

The Treasury Department announced that it would delay the
ACA’s employer mandate—including penalties and reporting
requirements—until 2015. Delaying reporting requirements
for plans and large firms removes an immediate administrative
burden on them. Employer groups had expressed concern
about implementing new reporting requirements and
cheered the Administration’s decision. The decision is not
expected to have a major impact on insurance coverage
in 2014 and does not represent a significant impediment
to successful implementation of the exchanges in 2014.
The delay removes an incentive for large employers who do
not offer coverage to either a) begin offering coverage or
b) evade the mandate by cutting worker hours or offering
an affordable but skimpy plan. There could thus, on the
margin, be more uninsured and more individuals enrolling in
exchange plans.

35 states will rely fully or partially on the federally-facilitated
exchange for operational support. Avalere estimates 8 million
people could enroll next year. States continue to announce
which carriers have submitted bids for participation in their
exchanges. Recently, CA announced 13 plans that will offer
coverage in Covered California in the individual market.
More than 120 insurance companies have applied to offer
coverage in the 19 states with federally facilitated exchanges,
which means that in 75% of those states at least one new
insurer is entering the market. Avalere analysis of initial rate
filings in nine states suggest that Silver plan premiums
are competitive and may be lower than federal estimates
for 2016. However, rates are still likely to be higher than
current individual market premiums for young, healthy
individuals.

What’s Next? The administration intends to issue streamlined
reporting regulations later this summer. Critics continue to
question whether other provisions could be delayed—for
instance the individual mandate—for similar practical or political
reasons. In addition, it remains unclear how delays in the reporting
requirements will impact HHS’ ability to determine subsidy eligibility.

What’s Next? During the next few month states will
continue to announce the names of carriers participating in
their exchanges. HHS has announced that they will gear up
consumer outreach by summer, although there is no visibility
into what the process will look like. Plans will likely be going
back and forth with states and HHS as they try to get product
approval for exchange participation. Final awards in FFE and
Partnership states will not be made until September 4th,
less than a month before open enrollment is scheduled to
begin on October 1.
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Exchange Readiness
A recent GAO report highlighted concerns that CMS has less than 100 days to execute data sharing agreements with partners to
support real-time eligibility determinations and enrollment and to complete testing of eligibility and enrollment systems. During that
time, CMS will also need to complete QHP review and certification, select awardees for the Navigator program, release training and
certification materials, and finalize requirements for Navigators. Lastly, CMS will have to be prepared to support states that may not
meet deadlines to ensure readiness for October 1. Even in conditionally approved state-based or partnership exchanges, CMS may
have to assume more exchange functions if the state is unable to meet deadlines. However, the state would retain its exchange
operational model status.
What’s Next? Exchanges are scheduled to launch October 1, though the level of functionality and magnitude of enrollment will vary
substantially.

Figure 1 / Exchange Issuer Competition by State

1-3 Issuers

1-3 Issuers
4-6 Issuers
4-6 Issuers
7-9 Issuers7-9 Issuers
10+ Issuers
10+ Issuers
Information
Undisclosed
Information

Undisclosed

Source: Avalere Health State Reform Insights, July 10, 2013

Co-Ops
7%

Figure 2 / Regional, Local, and Medicaid
Plans Will Make Up 60% of Carrier
Participation in Exchanges
Carrier by Plan Type
(% of number of plans)

Delivery System
Plans
8%

National Plans
26%

Local Plans
24%

Medicaid-only
Plans
13%
Regional Plans
23%

1350 Connecticut Avenue, NW Suite 900
Washington, DC 20036

202.207.1300
www.avalerehealth.net

20
Managed Care & Distribution / 3Q13

Exchange Readiness
A recent GAO report highlighted concerns that CMS has less than 100 days to execute data sharing agreements with partners to
support real-time eligibility determinations and enrollment and to complete testing of eligibility and enrollment systems. During that
time, CMS will also need to complete QHP review and certification, select awardees for the Navigator program, release training and
certification materials, and finalize requirements for Navigators. Lastly, CMS will have to be prepared to support states that may not
meet deadlines to ensure readiness for October 1. Even in conditionally approved state-based or partnership exchanges, CMS may
have to assume more exchange functions if the state is unable to meet deadlines. However, the state would retain its exchange
operational model status.
What’s Next? Exchanges are scheduled to launch October 1, though the level of functionality and magnitude of enrollment will vary
substantially.

Figure 3 / Problems or Success of Exchange Launch in 2014 Will Shape Future Market

Problems Could Impact Exchange
Pricing in Subsequent Years

Success Could Hasten Changes
in the Employer Market

Fewer
Individuals
Enroll

Erosion of
Employer
Market

Poor Risk
Profiles in
Exchange

Higher
Premiums
in Next Year

Low
Premiums in
Exchanges

More
Employer
Dumping

Figure 4 / A Variety of Elements
Factor into Whether Exchanges Are
Ready for Launch
Eligibility
and
Enrollment
Systems

Individual &
Employer
Mandates

QHP
Participation
&
Affordability

Consumer
Awareness

SHOP

Premium
and CostSharing
Subsidies

1350 Connecticut Avenue, NW Suite 900
Washington, DC 20036

202.207.1300
www.avalerehealth.net

21
Managed Care & Distribution / 3Q13

Pharmacies, Wholesalers,
and PBMs
Long-term Call
AMP-based FULs will likely lead to a decline in Medicaid pharmacy reimbursement.

Generic Drug Medicaid Payments
The ACA mandates that federal upper limits (FULs), a
Medicaid reimbursement cap for multiple source drugs, be
based on average manufacturer prices (AMPs) rather than the
typically higher AWPs (average wholesale price); this will likely
cause a significant number of FULs to fall below most states’
maximum allowable costs (MACs) and cause a decline in
Medicaid pharmacy reimbursement.
What’s Next? CMS will release its final AMP/FUL rule in late
2013, and is likely to grant manufacturers a few month’s
time to adjust to AMP reporting practices and to implement
post-ACA FULs. The impact will vary by drug and state, but
in aggregate, this will negatively affect Medicaid pharmacy
margins.
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Healthcare Facilities
& Providers

Key Calls

Outpatient & Physician Office / If, as seems likely, CMS finalizes around Nov. 1 its
proposal to compress the 10 current hospital codes for clinic-based evaluation and
management services down to 1, it will undermine Congress’s ability to enact in the
upcoming doc fix legislation MedPAC’s proposal to reduce total payments made for E/M
services in the outpatient hospital setting down to the non-facility doctor office rate.
SNF & IRF / Congress is likely to include normalization of payments between SNFs and
IRFs for hips and knees in a year-end doc fix proposal, which will benefit SNFs.
Labs / CMS will finalize its proposal to begin revaluing for 2015 all 1250 clinical
laboratory fee schedule codes, to take technological advancements into account,
unless Congress pressures CMS to hold off and let it enact the proposal in order
to generate scorable savings to offset part of the cost of the next doc fix. While the
magnitude of the CLFS code revaluations aren’t knowable, for most if not all tests, the
payment rates will be reduced.

Outlook Update Sections

Recent Avalere Analyses

Hospitals and Health Systems

1.

Evaluated impact of Medicare bundled payments for different episodes of care
including an assessment of possible changes in referral patterns to improve outcomes and lower costs using Avalere’s Vantage CPS.

2.

Estimated potential change in Medicare payments to hospitals and other providers
due to changes in the Medicare benefit structure such as Bowles-Simpson style
reform or Medicare premium support.

3.

Assessed the likelihood of a CPT code being reviewed by the RUC and modeled
the potential change in value of the code.

Skilled Nursing Facilities
Long Term Acute Care Hospitals
Inpatient Rehabilitation Facilities
Home Health
Hospice Facilities
Physicians/Non-facility Providers
Health Information Technology
Dialysis
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Hospitals and Health Systems
Quarter Call
CMS is likely to finalize the hospital rebilling proposal as written. If, as seems likely, CMS finalizes
around Nov. 1 its proposal to compress the 5 levels of hospital evaluation and management
services down to 1, it will undermine Congress’s ability to enact in the upcoming doc fix
legislation MedPAC’s proposal to reduce total payments made for E/M services in the
outpatient hospital setting down to the non-facility doctor office rate.
Long-term Call
Hospital rebilling proposal unlikely to benefit hospitals after 2013.

Site Neutral Payments

Rebilling Part A Claims

In its June report to Congress, MedPAC built on its
past recommendation to reduce outpatient hospital
reimbursement for office visits to the physician fee schedule
amount and discussed equalization of payments for
more ambulatory services: 1) 66 Ambulatory Payment
Classifications (APCs) between OPDs and physician offices
(including advanced imaging and level 4 pathology tests)
to save $900M per year, and 2) 12 APCs between OPDs
and ASCs (eye procedures, nerve injection, skin repair) to
save $600M per year. Thought the commission was careful
not to couch its additional site neutrality analysis as a
recommendation, policymakers making lists of proposals to
reduce Medicare spending have taken notice. Since Congress
has yet to follow MedPAC’s formal recommendation on office
visits, however, and the hospital industry is aggressively
questioning MedPACs methodology for the new analysis,
Congress is not likely in the near term to adopt more extensive
site neutrality policies.

CMS released two hospital billing documents recently: 1)
a ruling that takes effect immediately and 2) a proposed
regulation to take effect once finalized that will allow hospitals
to re-bill Medicare Part A inpatient claims that were medically
necessary but denied (e.g., retroactively by a RAC) due to
improper setting of care as outpatient claims. As both ruling and
rule render the Part A/B rebilling demo superfluous, the demo
was also terminated with immediate effect. Based on the ruling,
which is in effect until CMS finalizes the proposed regulation,
hospitals will have 180 days from the date of claim denial to
re-bill. CMS therefore estimates Medicare payments to hospitals
will be higher by $850M in 2013. If and when the proposed rule
is finalized, however, the re-billing timeline will be shortened
to 12 months from the date of service. Because RACs have
three years from date of service to deny claims, the tight
12 month re-billing window will be rendered practically
useless. CMS thus estimates that Medicare spending will
rise only slightly in 2014 and beyond based on this change.

What’s Next? MedPAC will likely revisit the issue in the near
future. If, as seems likely, CMS finalizes around Nov. 1 its
proposal to compress the 5 levels of hospital evaluation and
management services down to 1, it will undermine Congress’s
ability to enact in the upcoming doc fix legislation MedPAC’s
proposal to reduce total payments made for E/M services in the
outpatient hospital setting down to the non-facility doctor office
rate.

What’s Next? Final rule is expected in Summer/Fall 2013.
Hospitals will lobby for CMS to finalize a more open rebilling
window and, assuming CMS does not accede to their wishes,
continue their litigation over the issue.

1350 Connecticut Avenue, NW Suite 900
Washington, DC 20036

202.207.1300
www.avalerehealth.net

25
Healthcare Facilities & Providers / 3Q13

Pioneer ACO Demo
Former CMMI Director Richard Gilfillan sent a letter to the 32
Pioneer ACO participants who last month threatened to exit
the Medicare demo over quality measures in year 2 of the
program, saying that CMS will continue to implement the pay
for performance program as statutorily written. Gilfillan did
make a few concessions, including that CMS will now base
ACO performance benchmarks on data reported through
PQRS and the ACO GPRO, a point of contention in the
Pioneer ACOs March letter. While CMS could see a few
ACOs drop out of the program, a mass exodus is highly
unlikely.
What’s Next? Since CMS did not extend the timeframe for
pay-for-performance, quality measures for year 2 of the demo
kicked in on April 1, 2013.
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Skilled Nursing Facilities
Quarter Call
Congress is likely to include normalization of payments between SNFs and IRFs for hips
and knees in a doc fix proposal.
Long-term Call
CMS could reform the current RUG reimbursement system to move away from payment
based on the services provided (e.g. minutes of therapy) to paying based on an
assessment of patient need. Changes are unlikely until FY15.

PAC Bundling

Regulatory Change to Therapy Payments

Former CMMI director Richard Gilfillan said that CMS will
focus on the Bundled Payment for Care Improvement (BPCI)
demonstrations instead of the ACA’s National Pilot Program
on Payment Bundling. BPCI demos will test 4 models: a
retrospective acute stay only, a retrospective acute stay
plus post-acute, a retrospective post-acute stay only, and a
prospective acute stay only bundle. The demos will focus
on 48 episodes including many cardiac and orthopedic
episodes, and give CMS flexibility to act without congressional
approval. Congress is also focused on trying to reduce postacute care costs

CMS could reform the current RUG reimbursement system
to move away from payment based on the services provided
(e.g. minutes of therapy) to paying based on an assessment of
patient need.

What’s Next? The risk bearing phase of BPCI begins
October 2013

SNF and IRF Payment Normalization

What’s Next? These changes are likely to appear in the
FY15 rule. Assuming these changes are budget neutral, they
could have a positive or negative effect on the larger, more
rehabilitation-reliant nursing home companies depending on
whether RUG rate payments are simultaneously reallocated.
If the current inefficiencies in the RUG structure – nursing
homes getting paid relatively more for less complex, highrehab patients and relatively less for more medically-complex
but rehab-light patients – is memorialized in updated RUG
rates then the rehab-heavy nursing homes may be presented
with margin expansion opportunities by reducing minutes
of therapy provided. If, however, this payment inefficiency is
adjusted as part of the new system, then the rehab-heavy
nursing homes could see revenue reductions without a
meaningful way to correspondingly reduce expenses.

CMS continues to show interest in payment normalization in
post-acute care. Normalization of payments between SNFs
and IRFs for hips and knees is likely within the next two years,
which is likely a positive for SNFs as they are lower cost
setting relative to IRFs. The president included normalization of
payments in his most recent budget.
What’s Next? Congress is likely to include normalization of
payments for hips and knees in a doc fix proposal.
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Long Term Acute Care Hospitals
Long-term Call
LTACHs will continue to face pressure due to lack of specific diagnostic criteria. CMS is
proposing criteria for which the industry will need to respond.

Budget Neutrality Adjustment

PAC Bundling

The final FY13 LTACH rule included a budget neutrality
adjustment that reduced payments to LTACHs by 1.3% for
FY13, and will take the remaining 2.5% adjustment over
the course of FY14 (1.25%) and FY15 (1.25%). CMS is
implementing this reduction to account for higher payments
during the first year of the PPS system in 2003, and estimates
that total payments increased by 3.75%, and is thus reducing
the LTACH standard rate by 3.75% over three years.

See SNF Section, pages 32-33.

What’s Next? CMS is likely to reduce payments to LTACHs
by 1.25% in each of
FY14 and FY15.
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Inpatient Rehabilitation Facilities
Quarter Call
IRF PPS proposed rule likely to be benign.

Long-term Call
IRFs likely to suffer under payment normalization between SNFs and IRFs for
hips and knees.

PAC Bundling

SNF and IRF Payment Normalization

See SNF Section, pages 32-33.

CMS continues to show interest in payment normalization in
post-acute care. Normalization of payments between SNFs and
IRFs for hips and knees is likely within the next two years, which
is likely a positive for SNFs as they are lower cost than IRFs. The
president included normalization of payments in his most recent
budget.
What’s Next? Congress is likely to include normalization of
payments for hips and knees in a doc fix proposal.

1350 Connecticut Avenue, NW Suite 900
Washington, DC 20036

202.207.1300
www.avalerehealth.net

29
Healthcare Facilities & Providers / 3Q13

Home Health
Long-term Call
CMS is currently evaluating options to redesign the HHA episode-based payment system to
address the imbalances that have appeared. Modification of the payment system is likely over
the next several years.

Rebasing

PAC Bundling

Under CMS’ proposed rule, 2014 Medicare home health
payments will be 1.5% ($290M) less than 2013 payments,
the result of a 2.4% market basket increase offset by a -3.5%
rebasing cut (the maximum allowed by law) and other minor
policy changes.

See SNF Section, pages 32-33.

What’s Next? The 3.5% rebasing cut will be applied in each
year from 2014 to 2017.
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Hospice Facilities
Long-term Call
CMS is likely to modify payments in FY15 along the lines of MedPAC’s
U-shaped proposal.

Revisions to Hospice Payment System
MedPAC expressed concern over the increase in length of stays
at for-profit and freestanding (non facility-based) hospices, and
over the appropriateness of a single daily rate for the entire
length of stay. Any regulatory changes to these policies would
need to be budget-neutral, and any reductions in payments
must be offset by increases elsewhere in the hospice payment
system. One possible solution is that CMS could increase
payments for the first 30 days but reduce payments for
subsequent days.
What’s Next? CMS is likely to reform the hospice payment
system in the FY15 rule, pursuant with the ACA requirement.
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Physicians/Non-facility Providers
Quarter Call
Proposed Medicare physician rule includes major negative lab payment and radiation
oncology changes. Given the depth of the proposed cuts to many codes, and questions
regarding the methodology for some of the changes (e.g., using 2013 OPPS payment as
the cap instead of higher 2014 payments), CMS will likely finalize a policy that mitigates
or at least phases-in the payment cap cuts. CMS will finalize its proposal to begin
revaluing for 2015 all 1250 clinical laboratory fee schedule codes, to take technological
advancements into account, unless Congress pressures CMS to hold off and let it enact
the proposal in order to generate scorable savings to offset part of the cost of the next doc
fix. While the magnitude of the CLFS code revaluations aren’t knowable, for most if not all
tests, the payment rates will be reduced.
Long-term Call
Providers are likely to assume more financial risk through specialty-specific bundled
Medicare and commercial payments, which is likely to cause providers to closely consider
cost inputs such as physician time and supplies.

MPFS CY14 Cuts to Independent Labs
In the proposed making changes to the Physician Fee Schedule (PFS), CMS proposed to cap payments in 2014 for ~200 services
performed in doctors’ offices at the amount Medicare would pay in the outpatient hospital setting (OPPS). CMS also proposed a
regulatory change for the Medicare Clinical Lab Fee Schedule (CLFS) so that it may, starting in CY15 and over the succeeding 5 years,
review and potentially revalue all 1,250 CLFS codes, including new molecular diagnostic codes, in light of technological developments.
The proposed OPPS cap would cut reimbursement severely for certain laboratory services (e.g. cuts to codes ranging from 20% to
80% for cytopathology, immunohistochemistry, cell marker studies, etc.); CMS thus estimates a 26% aggregate reduction in PFS
payments to independent labs (17% of all Medicare payments to independent labs vs 83% made under the CLFS). While the cap
would have a significant, negative effect on many of the traditional radiation therapy treatment codes, with some declining more
than 20%, payment for IMRT is estimated to decline by only 3% due to other adjustments CMS is making to re-weight the entire fee
schedule. As CMS acknowledged in its comments on a recent OIG report that found Medicare CLFS payments exceed commercial
rates by ~20%, the CLFS revaluation process it is now proposing will likely result in cuts (magnitude TBD) to the fee schedule for
many, if not most, codes, given dramatic technological advancements in recent years, particularly related to gene sequencing.
What’s Next? The final rule is expected around Nov 1. Given the depth of the proposed cuts to many codes, and questions
regarding the methodology for some of the changes (e.g., using 2013 OPPS payment as the cap instead of higher 2014 payments),
CMS will likely finalize a policy that mitigates or at least phases-in the payment cap cuts. If CMS were to finalize the CLFS revaluation,
Congress would be less likely to include future CLFS cuts as an offset for the next doc fix or deficit reduction bill. Congress thus may
pressure CMS to hold off and allow it to work its will. If CMS finalizes the change and proceeds as it currently envisions, it would
review older codes initially and newer molecular diagnostic codes at the tail end of the process, i.e., around 2020.
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Sustainable Growth Rate (SGR) Fix

CPT Code Review & Revaluation

In late-June, House E&C Committee Republicans released draft legislation
to repeal and replace the current SGR formula with a new FFS system
that ultimately places emphasis on quality measures specific to physician
specialties. The draft legislation also gives a third-party entity, instead of CMS,
the authority to test alternate physician payment models moving forward. E&C
and W&M Committee Republicans previously worked together to develop
an SGR replacement proposal, but recently decided to develop separate
proposals. Meanwhile, the Senate Finance Committee has held similar repeal
and replace discussions this Spring, siding with similar proposals of House
Republicans. These discussions picked up after the CBO released SGR repeal
revisions, which decreased from $245B to $139B over 10 years.

CMS continues to face pressure around
misvalued codes and the perceived
reimbursement disparity between PCPs and
specialists. In 2012, CMS began an annual
review process for potentially misvalued
codes. Typically, reviews result in reduced
payment to reflect efficiencies in care
delivery over time.

What’s Next? The current short-term SGR legislation ends on January 1,
2014, when physician payments are expected to see a 24.4% decrease
without legislative action. The House is likely to introduce an SGR repeal bill
this year, but a full repeal is only likely in the event of a larger budget deal,
which is itself less than 20% likely. Instead, Congress will once again pass a
short term SGR patch for 2014.

What’s Next? Based on the proposed CY
2013 Medicare Physician Fee Schedule
(MPFS) rule, CMS will focus on old services
that have never been revalued and have
Medicare allowed charges of $10M+.

Specialty-Specific Payment Bundles/Episodes of Care
United Healthcare (UNH) is the first private payer to launch a specialty specific episode of care payment program for oncology and has
reported some initial success, with some significant operational challenges. These initiatives will cause providers to consider costs
when evaluating what kinds of services they should prescribe and which supplies they use. Bundled payments may also change the
locus of decision-making based on how the particular payment bundle is managed (e.g.: if a bundle includes hospitals and physicians,
physicians may yield decision making to hospitals). Regardless of the bundle, these types of programs will put pressure on drug
and device manufacturers to demonstrate cost and quality.
What’s Next? CMS is expected to roll out oncology and expanded dialysis bundled payment demos in 2013 and private
payers will likely follow UnitedHealthcare’s lead and introduce their own bundled and/or episode of care-based payment pilots to
contain costs in oncology and potentially in nephrology, rheumatology, joint replacement, etc.
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Health Information Technology
Long-term Call
It is likely that Meaningful Use Stage 3 will be pushed back to FY17 given the pending FDA
recommendations on ensuring HIT-related patient safety forthcoming in early 2014. CMS
Meaningful Use Stage 3 rules (potentially including some patient safety requirements for
EHR vendors and providers) are unlikely to be finalized before Fall 2014.

Delay of Meaningful Use Stage 3 Rulemaking
CMS announced it will postpone any rulemaking on
meaningful use Stage 3 requirements by a year to 2014
in favor of collecting more stakeholder input regarding the
challenges associated with meeting the Stage 2 requirements
and the impact of new payment models on the implementation
of electronic health records (EHRs). CMS also released an
RFI seeking to evaluate policy and programmatic levers
it could pull to drive greater health information exchange.
While data from the early attesters on their stage 2 rollout
efforts could help CMS define more targeted performance
measures for its Stage 3 regulations, it will most likely not
result in significantly less aggressive Stage 3 adoption and
interoperability targets. This is supported by CMS’ latest HIT
agenda for 2013 which calls for 50% of physician offices to
adopt EHRs and for 80% of all hospitals that have installed
EHRs to attain meaningful user status by the end of this year.
The delay also means vendors will once again face a time
crunch to develop, test and certify the new capabilities in
time for providers to implement them in advance of the
compliance deadline. Worse yet, providers in the process
of implementing Stage 2 requirements and ICD-10 will have
no visibility into what lies ahead to bolster their current
implementation and training efforts.
What’s Next? Recommendations expected early summer from
the Health IT Policy Committee will provide a good indication of
the direction CMS will take in 2014 rulemaking.

Meaningful Use Stage 2 Implementation Delay
Unlikely
In response to a letter co-signed by 6 US Senators stating
concerns about the current oversight of CMS’ EHR Incentive
Program and about potential waste and abuse associated
with electronic health record (EHR) adoption, the College of
Healthcare Information Management Executives (CHIME)
released a response defending the program’s performance
to date. CHIME also petitioned for a 1-year delay in the
implementation date for Stage 2 meaningful use. CHIME
hopes to leverage CMS’ recent decision to delay rulemaking
for meaningful use Stage 3 in order to push through a 1-year
delay of the Stage 2 implementation deadline. If other leading
stakeholder groups such as the American Hospital Association
(AHA) as well as Health Information and Management Systems
Society (HIMSS) sign on to CHIME’s proposal and pressure
CMS into relaxing its Stage 2 implementation timing, it would
allow providers more time to meet Stage 2 requirements but
also create a time crunch in the following year with Stage
2 coinciding with the ICD-10 implementation deadline. A
delay would also give HIT vendors more time to develop new
systems that are capable of meeting Stage 2 and Stage 3
requirements.
What’s Next? CMS will most likely not postpone its Stage
2 implementation deadline. However, given the challenges
of meeting the interoperability and patient engagement
requirements in Stage 2, few providers will be able to
demonstrate these requirements in the first two quarters
of FY2014, thereby delaying the adoption data necessary to
inform CMS’ Stage 3 rulemaking. Ultimately, slow adoption
of Stage 2 could significantly delay Stage 3 rulemaking
and its implementation deadline.
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FDA Regulation of Mobile Apps Will Be Limited
A top official from FDA’s Office of Device Evaluation clarified
the agency’s intent to regulate only those mobile apps that
meet the FDA’s definition of “medical device.” An example of
such a product would be an application that directly influences
the functions of a CT scanner or an infusion pump wherein
its failure to work as intended could result in significant risk to
patients. In contrast, smart phones and tablets that may offer
some health management apps such as pedometers would
not be regulated as medical devices since these technologies
are not marketed explicitly for medical use. Finally, the agency
also clarified that smart phones, tablets and other care
management solutions (such as electronic health records)
that do not meet the definition of a medical device would
not be subject to the 2.3% medical device tax required
under the Affordable Care Act. Based on the FDA’s narrow
focus on apps that are classified as medical devices, the
agency’s final regulation of mobile apps will most likely not
have a major impact on the industry. Developers of most apps
that fall into this category are already seeking FDA approval
prior to marketing their products (in 2012, FDA approved over
100 510(k) applications for mobile apps). While apps that
inform patient care without directly influencing it (such as clinical
support software, electronic health records) will likely face strict
third-party accreditation requirements, none of them will be
as burdensome to developers as a full review by the FDA.

Medical Device Cyber-Security
The FDA released new guidance to encourage medical device
makers to ensure cyber-security of medical devices. Key
concerns are that hackers could obtain patient information
for identify theft and/or launch cyber-attacks that tamper with
critical hospital systems and thereby threaten patient safety.
For a while, industry experts have been vocal about medical
devices’ susceptibility to “cyber-attacks” and an August 2012
report from the Government Accountability Office (GAO)
highlighted that certain devices, such as defibrillators
and insulin pumps, are particularly vulnerable to hacking.
To address these threats, the FDA recommends that
medical device makers develop security protocols capable
of withstanding most computer virus attacks to ensure the
confidentiality of patient data. While the FDA’s guidance is
currently not binding, it will likely encourage device makers
to submit additional cyber security-related information with
premarket submissions for new devices in the future. Doing
so, will likely lengthen new device development timeframes
and approval times.
What’s Next? The FDA’s public comment period will remain open
until September 12, 2013.

What’s Next? The FDA (in collaboration with ONC and FCC)
will release a proposed strategy and recommendations for
implementing a risk-based regulatory framework pertaining
to patient safety and HIT, including mobile applications by
January 2014.
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Dialysis
Quarter Call
CMS appears limited in its ability to mitigate the proposed -9.4% cut to dialysis facilities.

Long-term Call
Any employer dumping of insured lives into the exchanges will pressure dialysis facilities’
commercial mix.

Proposed FY14 Dialysis Rule

Renal ACOs

CMS proposed to cut Medicare payments to dialysis facilities
by a net -9.4% or $970 million in the CY2014 ESRD PPS
proposed rule released today. The base rate per treatment
would be reduced by $23.41, from $240.36 to $216.95. The
$23.41 net cut is the result of a $29.52 or 12% base rate cut
to account for lower Part B drug utilization in 2012 compared
to 2007, offset slightly by the market basket increase. CMS
acknowledged that the 9.4% cut is substantial, and solicited
comment on whether to phase the cut in over several years,
but did not propose any other policy changes that would
materially mitigate the so-called “rebasing” ordered by
Congress to help pay for the 2013 doc fix.

CMMI released a state-by-state list last month detailing the
total number of Medicare FFS beneficiaries with ESRD who are
not currently aligned with an ACO and who thus remain eligible
for ESCO (ESRD Seamless Care Organization) assignment.
While 90% of ESRD beneficiaries nationwide remain eligible for
ESCOs, significant regional enrollment variation exists. CMMI’s
data is particularly encouraging for providers in TX, FL, NC,
IL, and PA, states with large ESRD populations and low ACO
enrollment.

What’s Next? With final rule due around November 1,
lobbying of Congress and CMS will be intense throughout
the summer and early fall. At this point, CMS has solicited
comment around a phase-in, though this does not mitigate the
cut. It is unclear what other tools CMS has, if any, which could
reduce the cut. While Congress could theoretically step in, it is
too early to tell if or when it might do so.

What’s Next? While exclusion of ACO assignees from ESCOs
is one limiting factor on the CMMI demonstration, many
providers, including the LDOs cite near term rebasing, limits
on ESCO geographic size, and unnecessary ESRD minimum
savings targets as more significant reasons to not participate.
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Challenging Reimbursement
Environment for Molecular Diagnostics

actually being reported on a claim for payers. To address this
issue, the American Medical Association (AMA) created 100+
new MDx CPT codes in 2012 for individual MDx tests and
deleted the “stacking codes” on January 1, 2013.

Molecular diagnostic test (MDx) makers are well-positioned
for volume increases of over the next few years as
companion diagnostics become more common in treatment
decision-making processes for high-cost diseases such as
cancer. However, while the volume outlook is favorable,
MDx makers are facing a challenging reimbursement
environment.

CMS recently published the initial Medicare Administrative
Contractor (MAC) payment rates for these new MDx CPT
codes. The agency will ultimately use these rates to establish
a national limitation amount (NLA) for each code. The NLA
equals the median of all MAC rates for each code and
constitutes the highest payment Medicare will allow for a
test starting on January 1, 2014. New NLAs will likely result
in significant payment cuts for MDx tests as the following
example illustrates:

Traditionally, MDx tests performed for Medicare beneficiaries
were billed based on “stacking codes” consisting of multiple
pathology Current Procedural Terminology (CPT®) codes
describing each step involved in performing a given test. Since
these codes only described procedure steps, this coding
methodology did not allow for transparency into what test was

Figure 1 / Example KRAS “Stacking Codes” (2012 CLFS NLA Ceiling Rates)

Example KRAS “Stacking Codes” (2012 CLFS NLA Ceiling Rates)
Times Billed

Payment

83907: Molecular diag.; lysis of cells prior to
nucleic acid extraction, each specimen

CPT Code

1

$18.92

83890: Molecular diag.; molecular isolation or
extraction, each nucleic acid type

2

$11.36

83891: Molecular diag.; isolation of extraction
of highly purified nucleic acid, each nucleic acid
type

1

$5.68

83892: enzymatic digestion, each enzyme
treatment

2

$11.36

83898: Molecular diag.; amplification, target,
each nucleic acid sequence

1

$23.74

83900: amplification, target, multiplex, first two
nucleic acid sequences

2

$94.96

83901: amplification, target, multiplex, each
additional nucleic acid sequence beyond 2

10

$237.40

83909: separation and identification by high
resolution technique, each nucleic acid prep.

2

$47.48

83914: Molecular diag.; interpretation and report

2

$47.48

83912: Molecular diag.; interpretation and report

1

$5.68

Total:

$504.06

New KRAS Molecular Pathology CPT Code
81275: KRAS (v-Ki-ras2 Kirsten rat sarcoma viral
oncogene) (e.g., carcinoma) gene analysis, variants
in codons 12 and 13
Preliminary Median: $246.40

Change: -$257.66 (-51.1%)

Source: 2012 Medicare Clinical Lab Fee Schedule (CLFS)
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While most MACs pay lab claims at the NLA, some MACs that set payment rates that are below the NLA will continue to reimburse
at these lower rates, making payment reductions even deeper for labs located within specific jurisdictions. Also, since the
composition of “stacking codes” varied significantly from lab to lab, the exact payment impact may be more dramatic for some labs than
for others. To illustrate this point, Avalere analyzed “code stacking” practices employed by 5 different labs that performed KRAS tests in
2012 and found that the new NLA for these tests ($246.40) would result in per-test payment cuts to these labs ranging from -5% up to
-78%. Given that many commercial payers use Medicare as a base for their MDx reimbursement rates, payment cuts by Medicare will
likely carry over into the commercial segment as well.
What’s Next? CMS collected public comments on the initial MAC MDx payment rates until July 8, and held a public meeting on July
10 to facilitate stakeholder input. Afterward, CMS will release proposed payment rates (NLAs) in September, with additional comments
due on September 27. Final payment determinations for 2014 will be published by CMS in November as part of its annual CLFS
update. Stakeholders will have 30 days from the publication of the final payment determinations to request reconsideration for the
2015 CLFS update.
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FDA Medical Device Warning
Letter Analysis* 1Q13

Cardiology, Surgery, and Cosmetics / In Q1, FDA issued the greatest number of
warning letters on devices developed for cardiology, surgery, and cosmetics. FDA’s focus
in these device areas is likely due to the potential high-risk nature of using devices in these
medical fields and the emphasis on market innovation in these medical fields.
Increased Post-Approval Data Requirements / Since 2008, FDA has required
the highest number of post-approval studies for PMA devices in the cardiology,
general surgery/plastic surgery, and orthopedics space. This suggests that upon
approval, these devices have lingering questions of safety and efficacy that
warrant post-approval data collection
High Number of Devices in Development / Cardiology, surgery (including
orthopedics), and cosmetics represent three areas of significant focus by FDA.
Manufacturers are focusing innovation on these by responding to three key
patient/consumer trends:
1. The number of patients in the aging Medicare population continues to rise
creating an even greater demand for orthopedic devices

Source /
*Avalere utilized the FDA’s “Warning Letters
Advanced Search” tool to conduct this
analysis (includes all letter posted as of April
23, 2013)
1F
 ood and Drug Administration. “PostApproval Studies.” http://www.accessdata.
fda.gov/scripts/cdrh/cfdocs/cfPMA/
pma_pas.cfm.
2A
 ARP Policy Institute. “The Medicare
Beneficiary Population.” Fact Sheet. http://
assets.aarp.org/rgcenter/health/fs149_
medicare.pdf.
3C
 enters for Disease Control and Prevention.
“Adult Obesity Facts.” Overweight and
Obesity. http://www.cdc.gov/obesity/data/
adult.html.
4A
 merican Society of Plastic Surgeons.
“2012 Plastic Surgery Statistics Report.” Full
Report. www.plasticsurgery.org/news-andresources/2012-plastic-surgery-statistics.
html.

2. The increasing prevalence of obesity and co-morbid conditions such as heart
disease continue to dictate the focus of device development, specifically in
cardiology
3. Americans continue to spend billions of dollars on cosmetic surgery with $11
billion spent in 2012 alone, highlighting a key area of innovator potential

Adulterations and Manufacturing Practices / The most common reasons for FDA
issuing a warning letter on devices are adulteration and cGMP/QSR violations
In addition to adulteration and misbranding, the most frequent violation was for
lack of a PMA/510(k), specifically for cosmetic devices
Focus on Outcomes / The majority of the letters to device manufacturers were geared
toward devices that facilitate outcomes or aim to directly address or assess a patient’s
disease or symptoms
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Analysis of Q1 2013 Warning Letters
by Violation

Figure 1 / Q1 CY 2013 Warning Letters by Violation

In the first quarter of 2013, FDA issued 171 warning letters to
manufacturers. Of these 171 warning letters, 49 concerned
issues relating to medical devices. CDRH issued 25 medical
device warning letters, while district offices issued the other 24
device warning letters.
A total of 130 violations were identified across the 49 warning
letters issued to device manufacturers. This is because
warning letters can and often do list multiple violations.
Additionally, some violations are identified with other violations
(e.g., a product that is in violation of manufacturing standards
is also considered adulterated). It is also important to note
that FDA does not necessarily identify the broad violation
when listing a more specific violation. However, Avalere utilized
internal expertise to determine whether broad violations were
also applicable when FDA only identified specific violations.
Adulteration (29.2%) was the most commonly cited violation
in warning letters to device manufacturers, closely followed
by Current Good Manufacturing Practices (cGMPs)/Quality
System Regulation (QSR) (24.6%). The least cited violations
were misleading (advertising), promotion and advertising,
Institutional Review Board (IRB), and electronic product
radiation control. Notably, misleading (advertising) and
promotion both fall under misbranding (1.9 percent). Figure 1
provides a breakdown of the violations across all of the device
warning letters captured in the analysis.violations across all of
the device warning letters captured in the analysis.

Lack of
PMA/510k
8.5%

Other
3.8%

Reporting
11.5%

Misbranded**
22.3%

Adulterated**
29.2%

cGMP or QSR
24.6%

N=130
*Other violations included: Misleading (1), Promotion and Advertising (1), Institutional
Review Board (2), and Electronic Product Radiation Control (1)
)

Analysis of Q1 2013 Warning Letters by Therapeutic Area
Of the 49 device-related warning letters issued by FDA, the majority of the letters were non-medical field specific (Table 1). For
devices that had a specific medical field, FDA most frequently issued warning letters on surgical, cosmetic, and cardiology devices.
In particular, two of the warning letters on cardiology-related devices were for blood pressure devices. With respect to the warning
letters related to cosmetics, two letters were for products intended to reduce the appearance of scars and two other letters were for
products related to weight loss.
Table 1 / Warning Letters by Medical Field

Medical Field

Number of Warnings Letters

Medical Field

Number of Warnings Letters

Not specific to a Medical Field

16

Gastroenterology

2

Surgical

7

Respiratory

2

Cosmetic

7

Endocrinology

1

Cardiology

4

Nephrology

1

Dental

3

Obstetrics / Gynecology

1

Radiology

3
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Medical devices are used across the healthcare system for three purposes: structure, process, and outcomes. The majority of the
letters to device manufacturers were geared toward devices that facilitate outcomes or aim to directly address or assess a patient’s
disease or symptoms (i.e., diagnostic or treatment) (Figure 2). Devices use for cardiology, cosmetic, and surgery had the greatest
number of warning letters within treatment (Figure 3). Notably, within devices that are used for structural purposes (e.g., surgical
tables) two warning letters were on patient beds. Warning letters on devices used for processes (e.g., sterilization kits) were the most
infrequent.

Figure 2 / Warning Letters by Healthcare Use
Process
6.4%

Diagnostic
23.4%

Structure
23.4%

Outcome
70.2%

Treatment
70.2%

N=47
(Two letters did not list a specific device type)

Figure 3 / Identifying the Most Prominent Violations

Total Device Warning Letters (N=49)
Cardiology, Cosmetic, and
Surgical (n=18)
Outcome (n=16)
Treatment
(n=14)

— 31% of violations were related to
cardiology, cosmetic, and surgery, and
were for devices used to treat patients
— In addition to adulteration and
misbranding, the most frequent violation
was for lack of a PMA/510(k), specifically
for cosmetic devices
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About Us

Contact Us

Avalere is a vibrant community of innovative thinkers dedicated to solving the
challenges of the healthcare system. We deliver a comprehensive perspective,
compelling substance, and creative solutions to help you make better business
decisions. We partner with stakeholders from across healthcare to help improve care
delivery through better data, insights, and strategies. For more information, please
visit www.avalerehealth.net. We look forward to working with you.
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