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Fiscal Cliffhanger: The Impact of the 2012 Election on the Pharmaceutical Industry

BY ELIZABETH M. WROE AND PHILIP S. BONFORTE

T he 2012 election cycle finally reached its conclu-
sion in November. The result: a largely unchanged
Administration and Congress will be back for an-

other round in 2013. As lawmakers shift gears from
rhetoric to results in order to avert a ‘‘fiscal cliff,’’ many
in the pharmaceutical industry are left hanging on the
edge curious to see what will happen next.

Follow the Leader
Nearly every election cycle results in some changes

to Congressional and Administration leadership. Due to
President Obama’s re-election and the maintained party
balance in the House and Senate, most reshuffling will
occur at the Congressional committee level.

In the Senate, Sen. Lamar Alexander (R-Tenn.) is ex-
pected to take over as ranking member of the Commit-
tee on Health, Education, Labor, and Pensions (HELP),
as current ranking member, Sen. Mike Enzi (R-Wyo.),
is term limited. The retirement of Sen. Herb Kohl (D-
Wis.), current chairman of the Senate Committee on
Appropriations Subcommittee on Agriculture, Rural
Development, FDA, and related agencies will open up a
key leadership position. Who will fill this void remains

uncertain, but Sen. Tim Johnson (D-S.D.) is being dis-
cussed as an option. There is also expected to be some
shuffling of membership on the Senate HELP and Fi-
nance Committees, but nothing that is likely to result in
a major shift in the policy direction of the committees.

In the House, full committee leadership is expected to
remain in place for both the House Committee on En-
ergy and Commerce and the House Committee on Ways
and Means. However, a new ranking member of the
House Committee on Appropriations will be appointed
as current ranking member, Rep. Norm Dicks (D-
Wash.), will be retiring. Reps. Nita Lowey (D-N.Y.) and
Marcy Kaptur (D-Ohio) are the frontrunners for filling
this vacancy.

There will be some subcommittee changes in the
House that could have an impact on the health care
landscape. Due to the retirement of Rep. Wally Herger
(R-Calif.) and the lost re-election bid of Rep. Pete Stark
(D-Calif.), the Committee on Ways and Means Subcom-
mittee on Health will see a new chairman and ranking
member in the 113th Congress. It remains unclear who
will take over this important helm. Additionally, the
Committee on Energy and Commerce Subcommittee on
Oversight and Investigations will also have a new chair-
man after the failed re-election bid of Rep. Cliff Stearns
(R-Fla.). Rep. Marsha Blackburn (R-Tenn.) has ex-
pressed interest in this position.

It is anticipated that Secretary of Health and Human
Services (HHS) Kathleen Sebelius will stay on in her
position within the Administration until at least the be-
ginning of 2014. Reports indicate that Secretary Sebe-
lius set the expectation that key HHS appointees who
chose to stay through 2010 should also expect to stay
through 2014 to oversee the implementation of major
health reform coverage expansion provisions. There
does not appear to be any immediate signal that Food
and Drug Administration (FDA) Commissioner Marga-
ret Hamburg will be leaving the agency, but speculation
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may grow in light of some of the negative press reports
resulting from the Congressional investigation of the
FDA’s response to the ongoing fungal meningitis out-
break.

With no major anticipated changes in relevant Ad-
ministration positions and only a few changes in rel-
evant committee leadership, the outcome of this elec-
tion is expected to result in maintenance of the status
quo regarding health care-related legislative priorities
and regulatory agendas.

Health Reform: Repair and Renovate?
The centerpiece of the health care outlook remains

the implementation of the Patient Protection and Af-
fordable Care Act (PPACA). States, employers, insurers
and consumers await much needed details to plan for
future health care needs. The Obama Administration
has just begun to release long-awaited regulations and
guidance documents to aid implementation.

Recently, HHS released further details on insurance
market reforms, workplace wellness programs and es-
sential health benefits. Still pending are additional
regulations on the actuarial value requirements for
qualifying health plans as well as the calculation and
delivery of insurance premium tax credits. The estab-
lishment of new health insurance exchanges to provide
for the purchase of these qualifying health plans is the
next major step in setting up the new insurance market
infrastructure. The states have now been given an ex-
tension until Dec. 14, 2012, to declare to HHS whether
or not they plan to establish a state health insurance ex-
change or if they will rely on the federal default health
insurance exchange required to be established under
PPACA. As states face substantial policy and funding
challenges in setting up their own exchanges, these
challenges make it unlikely that the federal government
will meet its own 2014 deadline to have the federal
health insurance exchange functioning.

While PPACA’s coverage expansion provisions may
not have a direct impact on the pharmaceutical sector,
the related changes to the coverage and delivery of
health care benefits may result in a fundamental shift in
how medical products are brought to market, reim-
bursed and utilized. Biomedical manufacturers and dis-
tributors must also pay attention to the new insurance
coverage requirements from the employer perspective
as the expansion of state and federal health insurance
exchanges may further lead to the erosion of employer
sponsored health insurance coverage.

Continued PPACA implementation by the Obama Ad-
ministration also means the continued focus on delivery
system reforms such as Accountable Care Organiza-
tions (ACOs), patient-centered medical homes, CMS In-
novation Center demonstration projects and utilization
of comparative effective studies from the Patient-
Centered Outcomes Research Institute (PCORI).

Health care sectors should not only anticipate for-
ward implementation of PPACA but also further delays
and bipartisan efforts to amend the law as the Adminis-
tration and Congress are forced to respond to requests
for additional flexibility and clarity from states, provid-
ers, insurers, employers and consumers due to the com-
plexity of the law and its unintended consequences. As
‘‘repeal and replace’’ is a less viable option for reform-
ers, the conclusion of the Supreme Court battle coupled
with the end of the 2012 election cycle means PPACA
will once be again open for amendment.

Show Congress and the Administration the
Money

If PPACA was considered the ‘‘must-see TV’’ of the
111th Congress, dealing with the budget deficit and
‘‘fiscal cliff’’ is appointment television for the lame duck
session of the 112th Congress and the kick-off of the
113th.

The 113th Congress has been set up to deal with the
pending sequestration of discretionary and mandatory
spending as a result of the 2012 Budget Control Act, as
well as the expiring Bush tax cuts, payroll tax cuts and
the alternative minimum tax (AMT) patch. These is-
sues, collectively known as the ‘‘fiscal cliff,’’ will put
significant pressure on lawmakers to achieve a biparti-
san deal that addresses our sovereign debt and its mar-
ket impact. It is possible that all of these issues could
reach resolution during the lame-duck session of the
112th Congress. A more likely scenario is that the lame
duck Congress sets up a process for expedited consid-
eration of a large-scale fiscal reform in the 113th Con-
gress using mechanisms such as budget reconciliation.

Sequestration in Fiscal Year (FY) 2013 alone is ex-
pected to result in an 8.2 percent reduction in non-
exempt non-defense discretionary spending for agen-
cies like FDA and the National Institutes of Health
(NIH). For FDA, this is a reduction of $308 million in
budget authority, while the reduction for NIH is roughly
$2.5 billion. The impact of these reductions could mean
delayed review times for FDA applications and de-
creased biomedical research.

To fully emerge from the budget abyss, Congress and
the Administration will need to follow the money and
look to entitlement spending and revenue reforms to
put our nation on a fiscally sustainable trajectory.

Likely revenue policies on the table that could impact
the pharmaceutical industry include changes to the new
PPACA prescription drug tax. PPACA imposes an an-
nual excise tax on certain manufacturers and importers
of branded prescription drugs (including biological
products and excluding orphan drugs). This new tax is
projected to raise $27 billion over a 10-year period. In
addition, a similar excise tax of 2.3 percent will be im-
posed on the sale of medical devices by manufacturers,
producers or importers. This excise tax is projected to
raise $20 billion over a 10-year period.

A large source of changes to the biomedical sector
will come from expected changes to Medicare. In an ef-
fort to protect Medicare beneficiaries, Democrats will
try to steer cuts toward providers and biomedical inno-
vators and away from benefit cuts. Policies under dis-
cussion in the past have included negotiated prices for
Medicare Part D, mandatory drug rebates for low-
income individuals and dual-eligibles, a reduction of the
12 years of data exclusivity currently provided to inno-
vator biosimilars, and a prohibition on agreements to
delay generic drugs from entering the market. These
policies alone are not enough to provide for Medicare
solvency in the short or long term. Policymakers will
need to look at additional policies such as means-
testing, changing the Medicare age of eligibility, and
more structural program and benefit design changes to
achieve balance.

Regulators, Mount Up!
Now that the election is over, the FDA will re-assert

its regulatory might by issuing pending regulations and
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guidance documents that have been on hold during the
election season as part of a routine practice to avoid
making any controversial decisions that could ad-
versely impact the opinion of the electorate.

The Commissioner’s regulatory agenda going for-
ward will predominantly focus on implementation of
the FDA Safety and Innovation Act (FDASIA). The most
notable implementation efforts will relate to the new
user fee programs for generic drugs and biosimilars,
which will require an intensified effort to meet perfor-
mance goals and reduce the backlog of generic drug ap-
plications. Other implementation efforts will include—
among many others—clarifying drug shortage authori-
ties, providing guidance on ‘‘breakthrough therapy’’
designation and establishing registration requirements
for commercial drug importers.

In terms of day-to-day activity, one can be certain
that recent events regarding compounding coupled with
expanded authorities under FDASIA will lead to more
aggressive agency oversight and enforcement. Particu-
larly, the agency will react to public scrutiny and look
to do more active surveillance of compounders to deter-
mine whether they are acting as manufacturers and
thus subject to current Good Manufacturing Practices
(cGMP) and other requirements.

Oversight of pharmaceutical compounding will con-
tinue to be important not only because of public health
concerns, but because it may become a ‘‘pet issue’’ for
the likely HELP Committee ranking member, Sen. Al-
exander. The Tennessee Department of Health was the
first agency to identify the compounding-related menin-
gitis outbreak, which has caused more deaths in Ten-
nessee than anywhere else.

While compounding is an important public health
concern, the 113th Congress is not expected to give the
same amount of attention to FDA issues as the previous
Congress. This is because FDA regulatory reforms are
generally reactive in nature; members of Congress have

come to require a public health crisis or threat of an ex-
piring FDA authority to focus their attention on the
agency and its needs. The 112th Congress spent a sig-
nificant amount of time on FDA issues as part of the
process to reauthorize the agency’s authority to collect
user fees. With such reauthorization out of the way,
members of Congress will look to shift their health care
focus away from FDA reforms and towards issues con-
cerning PPACA and entitlements. This shift will be sig-
nificant, but not absolute.

Members of Congress will not only look to reform
oversight of pharmaceutical compounding, but also
possibly enact a federal solution to securing the integ-
rity of the downstream supply chain. Downstream sup-
ply chain issues gained significant consideration in
June and again before the election. It is possible that
both these issues will wind up being resolved during the
112th Congress’ lame duck session. Such resolution de-
pends on the degree of controversy a legislative pro-
posal generates and timing.

Regardless of what does or does not happen in the
short term, the 113th Congress will be forced to focus
on FDA issues at some point before the fall in order to
reauthorize expiring agency authorities under the Ani-
mal Drug User Fee Act (ADUFA). It is important to note
that ADUFA’s reauthorization will likely be a magnet
for still-unresolved or new issues, as it will be the last
FDA reauthorization bill until the next full user fee re-
authorization in 2017.

Conclusion
With more than 125 million votes counted in the

presidential election and an estimated $6 billion spent
on all federal elections, the health care outlook appears
very much the same as it did on Nov. 5, 2012. The path
forward is what will matter most for the pharmaceuti-
cal industry and the public at large. This path can be
clarified, but uncertainty will always be in the equation.
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