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Section 1

Managed Care

Segments
Commerical Plans and Exchanges
Government Programs
(Medicare/Medicaid)

Key Projections
Commercial Plans and Exchanges / Despite massive early IT problems,
exchange enrollment is accelerating rapidly. While enrollment may not reach 7
million by the end of March, we expect at least 5 million to have enrolled by the
close of the initial open-enrollment period. If enrollment falls far short, HHS could
extend open enrollment for a fixed period to reach its 7 million target.
Government Programs / We project that 5 million new beneficiaries will be
covered by Medicaid and the Children’s Health Insurance Program (CHIP) by the
end of 2014. Medicaid managed-care enrollment of non-dual beneficiaries will
increase by 20 percent from 2013 to 2014 and by 38 percent from 2013 to 2016.
We expect that 75 percent of non-dual Medicaid beneficiaries will be covered
by Managed Care Organizations (MCOs) starting in 2015, up from 63 percent in
2012. This offers a significant opportunity for Medicaid health plans, especially in
states that decide to expand Medicaid eligibility to individuals with income up to
133 percent of the federal poverty level. Read more on our projections.

Want to learn more?
Contact Matthew Eyles at 202-2073676 or MEyles@avalerehealth.net
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Washington, DC 20036
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Managed Care

Commercial Plans and Exchanges

Exchange Enrollment Will
Progress, Despite Slow Start
Early exchange enrollment was stymied by
technical problems with HealthCare.gov
in October and November, but enrollment
acceleration in December should continue
in 2014 through the end of open enrollment
on March 31. Based on Medicare Part D
enrollment patterns, exchange enrollment
is behind its 7 million target for 2014;
however, the majority of enrollees are likely
to sign up during the final weeks of the
enrollment period. Read more.
Contracting for plan year 2015 begins in
late May, even though plans must price
products with little to no experience data
on the 2014 enrollee risk pool. It is unclear
whether 2015 rates will rise based on the
risk pool. A few states will likely publicize
their rates in late summer, while the
remainder of states will follow suit in the fall.

Cumulative Enrollment By Month End
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Updated: January 13, 2014, Avalere State Reform Insights
These numbers are based on the latest information available from HHS, marketplace press releases, interviews,
and news articles. The numbers reflect the most recent enrollment stats from October 1 through December 31. In
general, enrollments reflects those choosing a plan.
ID will operate a SBE, but will rely on HHS for eligibility and enrollment.
QHP= Qualified Health Plan SBE= State-Based Exchange FFE= Federally-Facilitated Exchange

Few Employers Dropping Coverage and Emergence of Private Exchanges Continues
There are no signs of significant numbers of employers dropping their coverage options in 2014, especially given the rollout challenges in
the exchanges. We expect that most employers will continue to offer coverage in the near-term, though some small businesses and lowwage industries (e.g., restaurant and retail) may drop coverage and pay the penalty (no penalty for employers with fewer than 50 full-time
employees).
By contrast, private exchanges will continue to emerge as a new option for employer-sponsored coverage. In 2013, sponsors of private
exchanges made announcements about notable employers who decided to pursue this approach to providing health coverage to their
employees in 2014. Private exchanges may offer greater cost predictability to employers by moving closer to a defined contribution
benefit model while offering employees a choice of plans and insurance carriers. As a result, we expect that enrollment in private
exchanges will continue to grow and that more employers in 2014 will consider this option for the 2015 plan year.
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Managed Care

Qualified Health Plans Can Expect Increased Scrutiny
Patient access issues may be most pronounced in early 2014, when patients face high deductibles in the Silver and Bronze exchange
plans. An Avalere PlanScape analysis discovered that, on average, exchange plan formularies are more restrictive than traditional
commercial coverage because of higher rates of utilization management and higher cost sharing than commercial coverage. We
are expecting increased scrutiny of exchange plan provider networks (e.g., narrow networks) because of a lack of easily accessible
information through Healthcare.gov and state-based exchanges.

Government Programs
(Medicare/Medicaid)

Next Steps for Part D
While the Part D industry awaits a new CMS final rule, the proposed rule has already begun to cause waves among stakeholders.
CMS’ recently proposed Medicare Advantage and Medicare Part D rule will dramatically affect plans’ preferred pharmacy networks
and enrollment strategies. The proposed rule is a significant change from the current standard and requires plans to accept “any willing
pharmacy” in their preferred networks and mandates that all price concessions be passed through to the negotiated rate. However,
plans will now have flexibility in contracting and the freedom to apply formulary management techniques to antidepressant and
immunosuppressant classes. We expect that CMS will release its final rule in spring 2014, with many provisions effective as early as plan
year 2015.
Coverage Will Evolve Based on Beneficiary Needs
Elimination of protected status for immunosuppressants and antidepressants is likely to reduce the number of Part D products in these
classes in 2015, because plans will now be able to use stronger negotiating strategies. This could lead to the elimination of protections
for other classes (e.g., antipsychotics) in 2016 and beyond. Manufacturers may be required to offer greater discounts/rebates to Part D
plans than required in prior years to receive favorable formulary placement for formerly protected products.
New CMS rules addressing so-called “meaningful differences” in Part D plans offered by the same plan sponsor will lead to consolidation
in plan offerings. As a result, some Part D plan sponsors could see significant disruption in their membership, and life sciences
companies will need to plan for any downstream effect that such consolidations will have on formulary coverage and access. Large
expansion of medication therapy management programs (MTMP) could improve medication adherence; however, because beneficiaries
may opt out of MTMP activities, the extent to which this effect is realized will depend on beneficiary interest. Part D plans also may be
challenged to rapidly expand their programs to accommodate the exponential increase in qualifying beneficiaries.

Medicare Advantage Enrollment Will Remain Robust Despite Headwinds for Plans
With the expected Feb. 21 release of preliminary rates for plan year 2015, Medicare Advantage plans are preparing for further margin
pressure at the same time as CMS is increasing contract requirements and strengthening its oversight of the program, as clearly signaled
by a recent proposed rule. The ACA payment cuts continue to phase in for 2015, along with the health insurer fee and changes to the
risk adjustment model. Notably, 2015 will be the first year without the quality bonus demonstration program for plans with
quality below 4 stars, resulting in a sizeable payment drop for more than half of MA plans. While this may spur plan exits in rural
markets or greater reliance on more tightly managed products such as HMOs, we predict that enrollment will continue its steady growth,
particularly as baby boomers newly eligible for Medicare are familiar with and favor managed care options.
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Managed Care

Medicaid, CHIP Could See 5M by End of 2014
Through January, Medicaid enrollment is higher than exchange enrollment; however, it is difficult to determine which beneficiaries are
newly eligible because of the Medicaid expansion compared to the usual cycle of beneficiaries entering and leaving the program versus
the “woodwork” effect due to heightened media coverage and greater public awareness. To date, 26 states and Washington, D.C., have
expanded their eligibility levels, but other states may soon follow suit (e.g., Utah). The premium-assistance model (in Arkansas, Iowa
and potentially Pennsylvania) that will shift Medicaid beneficiaries into exchange plans will continue to progress, especially as states that
previously opted out of Medicaid expansion reconsider their decisions. Read more on Medicaid and CHIP eligibility.

State Commitment to Expand Medicaid Eligibility in 2014
WA
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IN***
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DC
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GA

Will Expand (26 + DC)
Leaning No (2)

LA
FL

Will Not Expand (22)

HI

Source: Avalere State Reform Insights, Updated January 17, 2014
*Denotes states pursuing premium assistance models using exchange plans for part of their expansion populations: AR and IA have received waiver approval; PA released a draft waiver for a plan using
premium assistance that would likely not take effect until mid/late 2014; and TN’s governor continues to voice support for a premium assistance approach
**MI’s expansion will begin in April 2014
***IN’s expansion would require CMS approval to leverage the state’s Healthy Indiana Program

Medicaid MCO Enrollment Sees Significant Growth Opportunity
Additional MCO growth is likely in states that expand managed care coverage to new geographies within their boundaries and/or move
new populations (e.g., aged, blind and disabled (ABD) or long-term care (LTC)) into MCO coverage.
However, we expect to see continued variability among states in the benefit packages offered to new Medicaid eligibles. Some states will
continue to carve drugs into contracts, giving MCOs influence over drugs prescribed. The increased use of unified formularies could and
likely will result in increased state control of beneficiary drug access. We project the role of MCOs will grow, but the management of drugs
will remain split between MCOs and traditional fee-for-service (FFS) because of the financial attractiveness of supplemental Medicaid
rebates from manufacturers.
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Dual Eligibles Continue to Be Opportunity for Health Plans
After several delays, duals demonstrations will finally begin in earnest in mid-2014, with five states planning to launch managed
fee-for-service demonstrations (Colorado, Connecticut, Iowa, Missouri and Oklahoma) and 11 states planning to launch capitated
demonstrations (California, Illinois, Michigan, New York, Ohio, Oklahoma, South Carolina, Texas, Vermont, Virginia and Washington). Only
Minnesota and Massachusetts launched demonstrations in 2013. The extent to which dual demonstrations are a positive opportunity for
managed-care plans depends on the rates that are negotiated in the contracts between plans, states and the federal government.

Proposed Demonstration Implementation Date and Model by State
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Capitated Arrangement

Managed FFS Arrangement

Implementation 2013 (1)

Implementation 2013 (1)

Implementation 2014 (11)

Implementation 2014 (5)

Implementation 2015 (2)

Alternative Models
Implementation 2013 (1)

No Demonstration (25)
Left Demonstration (7)

Source: Avalere tracking and analysis of state demonstration proposals, 2014
* WA and OK are pursing both a Capitated and Managed FFS Models and, therefore, are counted twice.
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Section 2

Healthcare Facilities
and Health Networks

Segments

Key Projections

Providers and Accountable Care
Organizations (ACOs)

We project that growing congressional consensus about the need for meaningful reform to the Medicare sustainable growth rate (SGR) model and how
Medicare physicians are paid could occur in 2014 by replacing the SGR with a
new, value-based physician payment framework. Read more.

Health Information Technology (HIT)
and Transparency
Post-Acute Care (PAC)

Want to learn more?
Contact Matthew Eyles at 202-2073676 or MEyles@avalerehealth.net
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Washington, DC 20036
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Healthcare Facilities & Health Networks

Providers and Accountable
Care Organizations (ACOs)

Medicare Shared Savings Program (MSSP) and
Bundled Payment Initiatives

Providers to Get First Look at Physician Feedback Reports

We predict that 2014 will see ongoing expansion and interest
of MSSP and bundled payment initiatives. CMS will refine
the Pioneer ACO program to improve its attractiveness
for potential participants in its second round and test new
approaches to accountable care. ACOs will foster populationbased risk models that demand a new level of actuarial
sophistication. Health systems have previously been immune
to these demands. In addition, bundled payment models will
continue to place a much higher premium on clinical efficiency
and discipline, which will increase and strengthen post-acute
care (PAC) partnerships.

Physicians and other eligible providers for the Physician Valuebased Payment Modifier (VBPM) will get a “first-look” of their
performance in the fall of 2014 through the Physician Feedback
Reports. These data will be based on performance in CY
2013 performance. We expect that these reports will create
a sense of urgency among large physician groups related to
strategies to improve their performance on quality and cost
measures. In addition, CMS will likely seek to introduce episode
grouper measures in this year’s public reporting programs,
notably the physician quality reporting system (PQRS) with a
plan for eventual use in the VBPM. These measures will create
incentives for physicians to become more cost-conscious in
their decision making for Medicare patients.

Health Information Technology (HIT)
and Transparency
Pricing Transparency Gains Traction
Transparency of healthcare prices will continue to gain
momentum throughout 2014, and the release of charge data
by CMS will also increase that momentum. More web-enabled
tools (e.g., health plan applications) will help consumers
understand costs and liability for different treatments and
services from different providers, while external stakeholders
will increase pressure on healthcare providers to be transparent
about true prices and costs. In addition, additional efforts by
payers to shift financial risk to providers will pressure health
systems to examine and potentially change operating and
capital models.

Providers, Hospitals Expect Interferences from
ICD-10 Implementation
Largely unprepared providers will experience a major negative
effect because of the implementation of new ICD-10 codes. The
new code implementation, however, will prove positive for HIT
vendors because of provider urgency for system upgrades and
value-added implementations.
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Alignment of Quality Reporting Programs Across Agencies
The extension of Meaningful Use Stage 2 continues, even as Stage 3 remains delayed. However, the push for a single, fully coordinated
set of eMeasures continues to be a key topic of discussion. We expect to see an accelerated attempt by CMS and Office of National
Coordinator for Health Information Technology (ONC) to harmonize the quality reporting requirements across the various federal reporting
and incentive programs, including the Meaningful Use (or EHR Incentive) program, Physician Quality Reporting System programs (PQRS),
e-Reporting Pilot for Eligible Hospitals and Clinical Access Hospitals, Hospital Inpatient Quality Reporting Program (IQR) and the Medicare
Shared Saving Program. In addition, there will be a focus on developing a comprehensive strategy for the testing, endorsement, and
application aspects of the measure-development process.

Addressing Barriers to Secondary Use of “Big Data”
The rapid adoption of EHR systems and its convergence with medical devices have created voluminous amounts of data over the last
decade. While the availability of these massive datasets is positive, its relevance and usability for purposes other than direct patient care
are limited since the vast majority of the data is unstructured. These issues are expected to be addressed by advanced technologies,
such as Natural Processing Language (NPL) tools and sophisticated data-mining techniques; however, there are other barriers to the
effective use of Big Data for secondary purposes, which include concerns with patient privacy and confidentiality, limited ability to
exchange health data across providers and/or technology systems, increased risks associated with massive data repositories (e.g., data
breaches) and the mass confusion on the legal and regulatory frameworks that govern data ownership and use.
We expect that multistakeholder groups will push HHS and other appropriate agencies to establish regulations and guidance documents
that provide clarification with regards to data-control governance and stewardship, while enabling system interoperability through the
creation of appropriate clinical and technical standards. The use of these standards will be enforced through the Office of National
Coordinator for Health Information Technology’s (ONC) EHR certification program for technology vendors. Moreover, generally accepted
policies will be released that will address the privacy and security concerns.

Expanded Creation and Usage of PatientGenerated Data

Increased Coordination with Federal and State
Agencies on HIT Initiatives

A key area of focus for healthcare stakeholders is the increased
involvement of consumers. An approach to generating
this interest and engagement has been on placing health
information in the hands of patients to support their personal
accountability and inform their healthcare decision making.
With the recent explosion of mobile technologies and social
media, consumers have been more equipped than ever to
better manage their care needs while providers have been able
to remote-monitor the conditions of their patients from afar –
both scenarios have contributed to the generation of massive
amounts of data. However, the use of mobile technologies has
raised several questions by FDA and other interested parties
regarding its expanded use in healthcare delivery and limited
oversight. We predict that there will be increased efforts
to develop strategies and reimbursement policies from the
provider and payer communities, which encourage the use of
mobile technologies as a cost-control mechanism.

Traditionally, states have operated autonomously with their
respective HIT initiatives. However, since federal support for
state-based HIT initiatives has increased over the last several
years, we expect to see more harmonization with federal and
state policies, specifically as it relates to privacy and security
regulations, the coordination of harmonized data standards,
and the exchange of health information across state lines.
Additionally, there will be considerable effort from each state
to assess its position on reimbursement policies regarding
telehealth.
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Healthcare Facilities & Health Networks

Post-Acute Care (PAC)
PAC Bundle Unlikely
PAC providers participating in the CMS bundle are likely to change the way services are used in order to achieve program savings (e.g.,
increased use of lower cost settings, reduced readmissions and shorter Skilled Nursing Facility (SNF) lengths of stay). PAC providers’
model of care may be attractive to referral partners, so bundle participants may secure additional hospital referral volume. We project that
nonparticipating PAC providers may experience a neutral to negative impact with the latter likely if the bundling participants secure greater
referral volume from hospitals and nonparticipating PAC providers lose cases. However, Congress is unlikely to pass any broad-based
bundling legislation this year. Read more ways we identify to reduce PAC spending.

CMS and Congress are Expected to Make Sizable Changes to PAC Prospective Payment Systems
Facility
LTACHs

IRFs

SNFs

HHAs

Avalere Call

Critical Timeline

•

Implementation of LTACH Criteria: negative.
Would reduce qualifying LTACH cases.

•

LTACH criteria implementation in FY 2016 (starts
with blended rate; full implementation FY 2018).

•

MedPAC recommended 0% update: potential
market basket (MB) cuts to use for SGR fix.

•

Proposed Rule 4/14, Final Rule 8/14.

•

Equalize IRF/SNF payments for select conditions:
negative for IRFs, positive for SNFs, but unlikely.
Increase patient criteria standard from 60% to 75%:
negative to IRFs, and possible as SGR offset.

•

Equalizing payment and 75% rule require legislation,
and cannot be implemented by CMS.

•

IRF Payment Update: Proposed Rule 4/14, Final Rule
8/14.

•

Proposed Rule 4/14, Final Rule 8/14.

•

Proposed Rule 7/14, Final Rule 10/14.

•

Proposed Rule 4/14, Final Rule 8/14.

•
•

MedPAC recommended 0% update: potential MB
cuts to use for SGR fix.

•

Potential rebasing: negative, with only moderate
probability.

•

Reduction of 4+%; MedPAC recommended 0%
update - potential MB cuts to use for SGR fix.

•

Rebasing reduction of 2.8% each year 2014-2017.

•

Proposal to implement readmission penalty (unlikely
for 2014) and home health co-pay. (unlikely for 2014)

•

Potential MB cuts to use for SGR fix.

•

MedPAC recommended 0% update and changes to
rate structure as well as continued eligibility reviews
for long episodes.

•

Potential increased focus on hospice fraud and abuse.

Hospice
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Section 3

Life Sciences

Segments
Branded Pharmaceuticals /
Specialty Drugs
Devices and Diagnostics

Key Projections
Life sciences companies will have to contend with payers’ growing
armamentarium for cutting costs, including use of specialty pharmacy providers,
restrictions on copayment assistance programs, site-of-care optimization and
tiering of in-network providers. Providers, too, will deploy new approaches to
managing cost that focus on dealing with patients post-discharge and patients
with multiple chronic conditions and driving toward greater standardization of
clinical practice. Greater collaboration between FDA and CMS on parallel review
will help manufacturers bridge the divergence between pre- and post-market
evidence demands but also will reinforce that manufacturers must consider
post-market requirements early in their evidence planning process.
Life science companies that are well-positioned to address these challenges are
those that: 1) Devise new selling strategies in anticipation of the bleed of new
exchange products into commercial benefit designs; 2) Adapt organizational
and field capabilities to bring evidence-based solutions and new contracting
arrangements to integrated providers who may play a more dominant role in
regional markets; 3) Invest in and partner to generate real-world evidence, analytics and tools that can support clinical decision-making; and 4) Revisit patient
support strategies to be responsive to growing cost burdens on patients and
new health plan messaging. Read more from the Life Sciences Spotlight.

Want to learn more?
Contact Tanisha Carino at 202-2073677 or TCarino@avalerehealth.net
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Life Sciences

Branded Pharmaceuticals /
Specialty Drugs
FDA Updates
Among the 27 new molecular entities approved in 2013, 48 percent were approved under an expedited review program (priority
review, fast track or breakthrough designation). We predict FDA is unlikely to reduce its commitment to the expedited review
programs in 2014 and may “borrow” from other activities to support them.
FDA has a variety of initiatives to better evaluate multiple data sources beyond the traditional regulatory cornerstone of the pivotal
randomized controlled trial, and this includes learning from the years of post-market surveillance and international data sources that
include observational elements as well as sources of prior knowledge with related products. FDA also will receive its first biosimilar
application in 2014, but none will likely be approved before 2015 at the earliest. No interchangeable biologic applications will be
approved in 2014.
The FDA will continue to step up its engagement with the patient-advocacy and patient community in both its drug and device
centers, including additional meetings as part of its Patient Focused Drug Development (PFDD) required under PDUFA V. Finally, we
expect FDA to continue to provide clarity around health-economic information and its FDAMA 114 authority.

Planned FDA PFDD Meetings in 2014–2015
Alpha-1 antitrypsin deficiency

Sickle cell disease

Breast cancer
Chronic Chagas disease

Irritable bowel syndrome, gastroparesis, gastroesophageal reflux
disease with persistent regurgitation symptoms on proton-pump
inhibitors

Female sexual dysfunction

Neurological manifestations of inborn errors of metabolism

Fibromyalgia

Parkinson’s disease and Huntington’s disease

Hemophilia A & B, von Willebrand disease, heritable
bleeding disorders

Pulmonary arterial hypertension

Idiopathic pulmonary fibrosis
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More Emphasis on Drug Management in Exchanges in 2015
Exchange plans are likely to push for new pricing concessions from manufacturers, with expectations for larger discounts/rebates than in
traditional commercial insurance products as we move into plan year 2015. Consequently, manufacturers will need to balance commercial
pricing expectations in this new market segment against higher patient cost sharing that could create access barriers for patients. We
project life sciences companies will need to move rapidly to ensure they are prepared to enter into new agreements in spring 2014 as
exchange plans develop their 2015 bids.
Increased price transparency on prescription drugs will prove to be an unexpected consequence of the exchange benefit design in
2014. Given the high deductibles in the Bronze and Silver plans, and coinsurance across most benefit designs, enrollees will experience
increased transparency of drug prices, likely creating greater pressure on industry pricing practices.
Given the uncertain guidance from CMS around patient assistance from manufacturers to exchange plan enrollees, some companies are
proceeding with direct assistance programs while others will await further regulation. Read more on the exchange formulary structure.

Role of Specialty Pharmacy Providers Will
Expand

Payers Introduce New Approaches to
Managing Costs

We predict that payers (e.g., employers, health insurers) will
look to increase use of specialty pharmacies by requiring
providers and patients to purchase higher-cost drugs and
biologics through designated specialty pharmacies. As a result,
manufacturers must consider new or reorganized distribution
strategies and weigh the trade-offs between greater supply
chain control and patient access. The investments in specialty
products, especially those based on biotechnology, as well as
the increasing proportion of the specialty pipeline seizing the
regulatory opportunities represented by the expedited FDA
pathways, are expected to continue to expand.

We think it’s likely payers will manage costs through multiple
strategies, including:

We expect specialty pharmacies to expand their service
offerings to include items such as hotline services and
compliance programs, making them value-added partners to
patients, payers, providers and manufacturers. Read more on
tracking gaps in state specialty pharmacy reimbursement.

• Aggressive formulary management.
• Restrictions on manufacturer copayment assistance programs.
• Site-of-care optimization.
• Tiering of in-network providers.
Payers and providers for at-risk patients will likely drive more
standardized clinical practice enabled by HIT adoption and
supported by clinical pathways and treatment algorithms.
High-spend and high-variability areas (e.g., oncology,
rheumatoid arthritis and multiple sclerosis) will remain a
particular focus for these practices. We expect emerging
trends to include strategies for dealing with patients postdischarge and patients with multiple chronic conditions. In
addition, bundled payments will grow in the private sector, and
multiple payment approaches will continue to coexist in the
market; local market conditions will dictate which approaches
gain traction. Read more on copay assistance programs.
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New Sources, Types of Evidence Will Aid Decision Making
Payer demands for value will encourage manufacturers to use clinical registries, electronic health records (EHR) and other data sources to
generate real-world evidence. In turn, we anticipate the growth and expansion of strategic partnerships that will produce and use data from
these innovative sources. As such, manufacturers will be required to provide greater transparency and access to their data to the public.
Models for independent validation of industry research will likely continue to gain traction.
We expect that consumers will begin to use such data for shared decision making relative to their own individual care, while at the same
time the same body of evidence will put more dollars at risk for clinicians and providers. Using such real-world data will also expand
the evidence necessary to drive future measure development in areas characterized by measurement gaps. We anticipate an increase
in measure development in patient-reported outcomes, composite measures, and measures of efficiency across a number of clinical
conditions including multiple sclerosis, schizophrenia and major depressive disorders, Hepatitis C, inflammatory bowel disease and
metastatic melanoma to name a few.
We expect FDA will continue to look for ways to integrate observational data beyond spontaneous reporting and post-market surveillance
data.
Finally, the Patient-Centered Outcomes Research Institute (PCORI) will embark on a much more focused research agenda in 2014,
including more head-to-head trials and sharper focus on specific conditions and therapeutic areas. Priority areas will include migraine
headaches, osteoarthritis, bipolar disorder and ductal carcinoma in situ (DCIS).

PCORI’s Research Funding to Date*
$341 Million
December 2012
25 Awards

May 2013
51 Awards

September 2013
71 Awards

$500 million annually
December 2013
53 Awards

PCORI’s research funding
commitments from FY2014
to FY2016

*Captures only PCORI’s awards under funding announcements through December 2013
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Devices and Diagnostics

Increased Regulatory Oversight of
Molecular Diagnostics

Developments in Regulation and Medicare Coverage of
Medical Devices

In late 2013, FDA’s Center for Devices and
Radiological Health (CDRH) made significant
moves that foreshadow a more engaged
agency in 2014. Enforcement action against
the genetic-testing industry and the release
of critical guidance documents indicate
that FDA will issue draft guidance to begin
actively regulating laboratory-developed tests
(LDT) in 2014. LDT regulatory oversight will
initially focus on companion diagnostics and
genetic tests that screen for conditions such
as cancer.

Investigational Device Exemptions (IDEs) required for high-risk clinical studies
will be easier to obtain, requiring less back and forth with the agency; and
there will be better tracking of IDEs overall. IDEs will also be reviewed by
both FDA and CMS as part of the continuing parallel engagement of the
two agencies. In that same vein, CDRH renewed the FDA/CMS Parallel
Review pilot program that was set to expire in 2013 and extended it for
two more years. We expect there will likely be more post-approval studies
that are directly linked to CMS’ coverage with evidence development (CED)
policy. CDRH will begin considering alternative paths to accelerate regulatory
approval by reducing pre-market requirements and balance that with
increased reliance on post-market data.

FDA also will regulate devices that monitor
blood-glucose testing more actively and issued
draft guidance in January 2014 on different
regulatory requirements for over-the-counter
(OTC) and point-of-care (POC) or hospital
blood-glucose monitors. In 2014, through
participation in public meetings, FDA will
discuss new regulatory requirements and
policies for next-generation sequencing tests,
as increasingly biomarker/DNA-based tests will
go from being single gene-based test, to gene
test panels. Read more on the likelihood of
variable molecular diagnostic rates.

FDA will increase oversight of mobile apps that are deemed medical devices,
with public presentations made and additional guidance documents issued
to clarify the mobile app regulatory framework.
In coverage, more of CMS coverage determinations will have CED as
an outcome, as CMS looks to use this policy as a way to encourage
manufacturers to generate more evidence applicable to the Medicare
population. Fewer NCDs overall are expected as CMS defers more decisions
to the local contractors. Variation in local coverage will get more attention,
and contractors will begin to work toward harmonizing coverage policies as a
way to reduce this variation but also as a way to optimize scarce resources.

Diagnostics Reimbursement Will Experience Downward Pressure
CMS plans to revise payment rates for clinical laboratory diagnostic tests under the Clinical Laboratory Fee Schedule (CLFS), likely
decreasing reimbursement for most tests. CMS will begin this process in 2014, which will affect 2015 payment for tests identified for
payments adjustments. Codes will be prioritized based on factors such as time on the CLFS, rapid spending growth, high dollar payment
and high volume. CMS plans on evaluating all ~1,250 codes on the CLFS over an estimated five years. The first codes identified will be
published in the FY 2015 Medicare Physician Fee Schedule (MPFS) Proposed Rule in July 2014.
CMS will begin to bundle most clinical lab tests into hospital outpatient rates rather than pay for the tests separately. We expect this
bundling will likely encourage the use of lower-cost tests and cause great financial risk to labs. Molecular pathology tests are excluded from
these changes, but bundling expansion could pose a risk for diagnostic developers over the longer term.
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