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On May 30, 2012, the U.S. House of Representatives passed the Food and Drug Administration Reform Act of 2012—the
chamber’s FDA user fee authorization bill—by a 387-5 margin. With regard to user fees, the bill is very similar to the Food and
Drug Administration Safety and Innovation Act (S. 3187), which was approved by the Senate a few days earlier, on May 24,
2012. However, there are substantive differences between the House and Senate bills with regard to provisions that address the
FDA’s review and oversight of drugs, medical devices and biologicals. In this newsletter, we provide an overview of some of the
major aspects of both bills, and identify similarities and differences between the two pieces of legislation as the two chambers
enter the reconciliation process to finalize the legislation for presentation to President Obama.

On May 30, 2012, the U.S. House of Representatives (House) easily passed the Food and Drug Administration Reform Act of
2012 (H.R. 5651), a bill that would reauthorize the Food and Drug Administration (FDA) to assess user fees to support the
agency’s review of marketing applications for drugs (including biologicals) and medical devices, and, for the first time, authorize
the FDA to collect user fees on generic drugs and biosimilars for five years, beginning October 1, 2012. With regard to user fees,
the bill is very similar to the Food and Drug Administration Safety and Innovation Act (S. 3187), which was approved by the
Senate last week. (See Senate Easily Passes FDA User Fee Bill, Reconciliation with House Version Looms for more
information.)

Like the Senate bill, the House legislation also includes several provisions that would modify the FDA’s review and oversight of
drugs, medical devices and biologicals. Though comparable in many respects, the Senate and House bills utilize different
approaches to address a number of issues. This table identifies some of the major issues addressed in the two bills, and provides a
high-level description of the manner in which each chamber addressed them.

Would allow the FDA to change a
device’s classification by
administrative order (as opposed to
regulation, as is currently required) if
proposed by the Director of the
Center for Devices and Radiological
Health and issued by the FDA
commissioner

Device reclassification procedures No comparable provision

Would allow the FDA to require, as a
condition of its approval of a

Conditioning premarket approval of a
medical device on performance of
post-market studies

Sentinel (FDA'’s post-market risk
identification and analysis system)

Implementation of a unique device
identifier system for medical devices

premarket approval application
(PMA), that the applicant conduct a
post-market study regarding the
newly approved device

Would require the FDA to extend
Sentinel to include medical devices
(requirement only currently applicable
to drugs)

=  Would require the FDA to issue
proposed regulations establishing
a unique device identification
system by December 31, 2012

=  Would also require the FDA to
finalize the regulations within six
months of the close of the

No comparable provision

Comparable provision included in
House bill

Would require the FDA to promulgate
regulations implementing a unique
device identification system within
120 days of the bill's enactment
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Penalties for drug counterfeiting

Registration of commercial importers

Documentation for admissibility of
imports

consequences or death to up to 20
years imprisonment and/or $1 million
in fines (current maximum penalty for
first violation is three years
imprisonment and/or $10,000 if
committed with the intent to defraud
or mislead)

= Enhances penalty for an
“individual” who “knowingly and
intentionally” counterfeits drugs to
up to 20 years’ imprisonment
and/or $4 million in fines for a first =
offense; for subsequent offenses,
penalties up to 20 years’
imprisonment and/or $8 million in
fines (current maximum penalty
for first violation is three years
imprisonment and/or $10,000 if
committed with the intent to .
defraud or mislead)

= Sets penalty for counterfeiting by
a “person other than an
individual” to up to $10 million for
a first offense, and fines up to $20
million for subsequent offenses

No comparable provision .

=  Would permit the FDA to require,
as a condition of granting
admission to an imported drug or
a drug offered for import, that the
importer electronically submit
certain documentation or
information

Enhances penalty for a “person”
who knows or has reason to know
that they are holding, selling or
dispensing a counterfeit drug;
potential penalties include fines or
imprisonment up to 20 years

If use of a counterfeit drug is the

proximate cause of a consumer’s
death, maximum penalty is life in
prison

Would require a “commercial
importer” to register with the FDA
and to submit the unique facility
identifier associated with
applicant’s principal place of
business

Would prohibit importation of
drugs by unregistered commercial
importers

Would deem a drug imported or
offered for import by an
unregistered commercial importer
to be misbranded

Comparable provision in House bill
(except the House bill does not
require electronic submission of
information, and does not provide a
deadline for finalization of the
associated regulations)
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Expedited approval of drugs for
serious or life-threatening diseases or
conditions

Drug shortage: Manufacturer
notification to the FDA

Drug shortage: FDA consideration of
enforcement action

=  Would allow the FDA to, at the
sponsor’s request, “facilitate the
development and expedite the
review” of a drug that is intended
(either alone or in combination
with another drug) for the
treatment of a serious or life-
threatening disease or condition,
and that demonstrates the
potential to address unmet
medical needs for the disease or
condition

= Current law only allows fast-
tracking for serious or life-
threatening conditions (not
diseases), and does not provide
that fast-track drug products may
be used in combination with other
drugs

Would require manufacturers of
certain drugs (e.g., drugs that are life-
supporting, life-sustaining, intended
for use in the prevention of a
debilitating disease or condition, a
sterile injectable product, or used in
emergency medical care or during
surgery (excluding products that are
radiopharmaceuticals, human tissue
replaced by a recombinant product, a
product derived from human plasma
or any other product designated by
the FDA)) to notify the FDA at least
six months before taking action that
would result in the permanent
discontinuance of the manufacture of
the drug or could lead to a meaningful
interruption in the overall drug supply

Would affirmatively require the FDA to
consider, before the issuance of an
enforcement action, the effect of such
action on the availability of certain
drugs (e.g., drugs that are life-
supporting, life-sustaining, intended
for use in the treatment of a
debilitating disease or condition, a
sterile injectable product, or used in
emergency medical care or during
surgery (excluding products that are
radiopharmaceuticals, human tissue

Comparable provision included in
House bill

Comparable provision included in
House bill

No comparable provision
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Miscellaneous Provisions

! A 505(b)(2) application is a new drug application that contains full reports of investigations of safety and effectiveness, but in
which some of the investigations relied upon for approval are those not conducted by or for the applicant and for which the
applicant has not obtained a right of reference. 21 U.S.C. §355(b)(2).
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The House and the Senate hope to reconcile the differences between the two bills by the first week of July 2012.

Implications

For the second time in a week, a chamber of Congress has nearly unanimously passed important bipartisan legislation that will
keep the FDA adequately funded to continue to review marketing applications of FDA-regulated products through FY 2017.
Although substantial differences exist between the two bills on the “FDA reform” aspects of the legislation—maost notably, the
Senate’s inclusion of drug “track and trace” language and changes to medical device regulation—Congress appears on course to
meet its goal of passing a final bill by July 4, 2012, nearly three months before the FDA’s current user fee authorization is set to
expire. The final reconciliation process will have important implications for clients and stakeholders as the changes to the FDA’s
review and oversight functions, and the new requirements for medical product developers, manufacturers and distributors, will
substantially impact industry and consumers of medical products.

For more information, please contact your regular McDermott lawyer, or:

James S. Cohen: +1 202 756 8276 jscohen@mwe.com
Michael Ryan: +1 202 756 8088 mryan@mwe.com

For more information about McDermott Will & Emery visit www.mwe.com
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