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INTRODUCTION

Mr. Chairman and Members of the Subcommittee, | am Dr. Jeffrey Shuren, Director of
the Center for Devices and Radiological Health (CDRH}) at the Food and Drug Administration
(FDA or the Agency). 1 am pleased to be here today to discuss reauthorization of the Medical

Device User Fee Act, or MDUFA.,

Background on MDUFA

The enactment in 2002 of the Medical Device User Fee and Modernization Act
(MDUFMA 1) was prompted by growing concerns about the medical device review program’s
capacity and performance. MDUFMA 1 and MDUFA 11 (enacted in 2007) authorized user fees
for the review of medical device premarket applications, reports, supplements, and premarket
notification submissions. These additional resources enabled FDA to make its reviews more
timely, predictable, and transparent to applicants. MDUFA fees and mandated appropriations for
the medical device program helped FDA expand available expertise, modernize its information
management systems, provide new review options, and provide more guidance to prospective
applicants.

MDUFA authorizes FDA to collect user fees for certain medical device applications, the
registration of certain medical device establishments, and certain other purposes. Small
businesses may qualify for a waiver or a reduced fee on certain submissions to FDA.

Of the total $292,707,540 obligated in support of the process for the review of medical
device submissions in FY2010, MDUFA fees funded about 20 percent. The remainder of the
funding was through appropriations. Fees currently charged for device review under MDUFA

include $220,050 for a PMA for high-risk medical devices (a business with gross receipts under



$30 million qualifies for the “small business™ PMA fee of about $55.000). For lower-risk
devices cleared under the 510(k) review program, manufacturers pay $4,049 per 510(k)
application review ($2,024 for small businesses).! As a point of comparison, PDUFA fees —
nearly $568 million in FY2010 - currently account for about two-thirds of the drug review
program’s budget, and the current fee for FY 2012 associated with review of a New Drug
Application (NDA) requiring clinical data is $1,841,500.*

The medical device user fee program has produced benefits for public liealth. A better-
resourced premarket device review program has enhanced FDA's abilities to help bring more
safe and effective medical devices to the market, while keeping pace with the increasing
complexity of technology and changes in clinical practice. Since MDUFA 11 was reauthorized in
2007, FDA has approved 106 original PMAs and cleared more than 13,000 devices under the
510(k) program.

For example, approvals have included devices intended to address unmet needs in the
pediatric population, such as the first heart pump designed to support the hearts of infants to
adolescents until they receive a heart transplant, and the first percutaneous heart valve (approved
for both children and adults).

The device program also has approved important new laboratory tests, including an
emergency-use diagnostic test in response to HIN1 outbreak in humans, and the first quick test
for malaria. Device reviews have significantly contributed to the very important trend toward
personalized medicine through clearance of a test system that can assist in assessing the risk of
tumor recurrence and long-term survival for patients with relatively high-risk breast cancer.

Other important devices that have become available to patients over the course of

MDUFA 1l include, for example, the Implantable Miniature Telescope (IMT), used for

! See U.S. FDA, “Medical Device User Fee Rates for Fiscal Year 2012,” 76 Fed. Reg. 45,826-45,831 (Aug. 11,
2011), available at hup.:/Amme.gpo.govifdsys/inkg/FR-201 [-08-01/htmi/ 201 1-19335. him,

?See U.S. FDA, “Prescription Drug User Fee Rates for Fiscal Year 2012,” 76 Fed. Reg. 45,831-45,838 (Aug. 1,
2011), available at hittp:/Avww.gpo.gov/fdsys/pke/FR-201 12—()8-(11/11:11’/2()] 119332 pdf.



monocular implantation to improve vision in elderly patients with stable severe to profound
vision impairment associated with end-stage age-related macular degeneration (AMD)?; the
Infrascanner™ infrared brain hematoma detector, a noninvasive hand-held device that uses near-
infrared spectroscopy to evaluate suspected brain hematomas at the site of injury within the
*golden hour™ (the period following head trauma when pre-hospital analysis is needed to rapidly
assess a patient’s neurological condition)’; and the NeuRx DPS™ RA/4 Respiratory Stimulation
System, an implantable electronic device that stimulates the diaphragm and allows certain spinal
cord injury patients to breathe for at least four hours a day without a mechanical ventilator.”
However, neither the FDA nor industry believe that the user fee program has reached the

level of performance, or produced the extent of benefits, that it has the potential to achieve.

MDUFA II Performance

FDA has been meeting or exceeding goals agreed to by FDA and industry under MDUFA
II for approximately 95 percent of the submissions we review each year. For example, FDA
completes at least 90 percent of 510(k) reviews within 90 days or less. In the few areas where
FDA is not yet meeting its MDUFA goals, the Agency’s performance has generally been
improving-—despite growing device complexity and an increased workload. FDA's performance
over the course of MDUFA 1I has not been limited to achieving quantitative goals for the timely
review of premarket submissions like PMAs and 510(k)s; we have also accomplished a number
of “qualitative™ goals set by MDUFA II in 2007, including issuing more than 50 new and
updated guidances for industry. Guidance documents are important resources for industry

because they describe the Agency’s interpretation of, or policy on, regulatory issues, and as such,

* See FDA News Release, “FDA Approves First Implantable Miniature Telescope to Improve Sight of AMD
Patients™ (July 6, 2010), available at
Imp wwnfda. gov/NewsEvents/Newsroom/PressdAnnouncements/uem2 18066.htm.

* See Office of Naval Research, *Naval Technology Could be a Lifesaver™ (Dec. 21, 2011), available at
Imp Jwww.onrnavy.mil/Media-Center/Press-Releases/201 1nfrascanner-by am~TB[ FDA-approval.aspx.

% See FDA News Release, “FDA Approves Diaphragm-Pacing Device™ (June 18, 2008), available at
hutp:iiwwvw. fda.gov/ForConsumers/Consumer Updatc’.s/umgl 16914.hm.



are critical to support industry efforts to comply with the law and to develop new products that
may benefit the public health.® The availability of guidance documents also facilitates regulatory
predictability and consistency.

It is important to note that MDUFA metrics reflect FDA time only; they do not reflect the
time taken by device sponsors to respond to requests for additional information. Overall time to
decision—the time that FDA has the application, plus the time the manufacturer spends
answering any questions FDA may have—has increased steadily since 2001. As the graphs
below illustrate, while the time FDA spends reviewing an application has improved (for both
low- and high-risk devices), average total days for the review of 510(k)s has been increasing
since 2005, and has been increasing for Premarket Approval (PMA) applications since 2004,
with early indicators of longer review times, such as the average number of cycles to review a

510(k), starting to increase since 2002.
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® Guidance documents include documents that relate to: (1) the design, production, labeling, promotion,
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FDA bears some responsibility for the increase in total time to decision, and we have
been instituting management, policy, and process changes to address this issue. As a result, in

2011, CDRH for the first time began reducing what previously was an increasing backlog of

unresolved 510(k) submissions, as indicated in the chart below.
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There has also been a prolonged increase, since FY 2002, in the percentage of 510(k)
submissions requiring an Additional Information (Al) letter’ after the first review cycle, as
indicated in the chart below. The increasing number of Al letters has contributed to the

increasing total time from submission to decision.

T If, after reviewing an application, FDA determines that it cannot approve or clear the application in its current
form, FDA sends a letter informing the sponsor of this decision. For 510(k) applications, this is called an
*Additional Information” (Al) letter. 6




Percent of 510(k)s With Additional Information
(Al) Request on 15! FDA Review Cycle

B0%

w 70% b L R
o

T2%
2 o, ‘r//{

g 60% — Ty

2 o e

E _/_._._,-4/, i
ST 50%

?Eso% S
8 20%
& 10%

0%

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011
Fiscal Year (Receipt Cohort)

Smart Regulation’s Role in Facilitating Medical Device Innovation

FDA recognizes that, if the United States is to maintain its leadership role in this area, we
must continue to streamline and modernize our processes and procedures to make device
approval not just scientifically rigorous, but clear, consistent, and predictable without
compromising safety. We are committed to continued improvements in the device approval
process to address legitimate concerns raised by industry and other stakeholders.

Nearly two years ago, CDRH recognized that, given the growing complexities of medical
product development, we needed to re-evaluate and modernize our regulatory review processes
in order to ensure that patients had timely access to safe and effective medical devices. At that
time, CDRH began to undertake a new systematic approach to device regulation, moving away
from the traditional misperception that safety and effectiveness and innovation are incompatible.

Rather than focus on more regulation or /ess regulation, we began to focus on “smart regulation.”




Qur goal has been to ensure that safety and etfectivencss and innovation are
complementary, mutually supporting aspects of our mission to promote the public health. As
part of our process 1o improve CDRH's internal systems. we first reached out to stakeholders to
hear their concerns and listen to their recommendations about our premarket programs. This is
what we heard: industry felt that inadequate predictability, consistency, and transparency were
stifling innovation and driving jobs overseas; and consumer groups, third-party payers, and some
health care professionals believed that one of our premarket pathways—the 510(k) program—
did not provide adequate protection for American patients and did not generate sufficient
information for practitioners and patients to make well-informed treatment and diagnostic
decisions. In turn, CDRH employees expressed concerns that the 510(k) program had not
adapted to the increasing complexity of devices, and that poor-quality 510(k) submissions, poor-
quality clinical studies conducted in support of PMA applications, and an ever-growing
workload were straining already overburdened premarket programs.

We also began two assessments of our premarket programs to identify issues, their root
causes, and the appropriate solutions. One assessment focuses on the 510(k) program. The other
looks at how we use science in regulatory decision-making, touching on aspects of several of our
premarket review pathways, such as our clinical trials program. In addition, we contracted with
the Institute of Medicine (IOM) to conduct an independent evaluation of our 510(k) program.

In August 2010, following extensive public input, we released two reports that identified
issues regarding our premarket programs and proposed potential actions for us to take to address
the underlying root causes. The number one problem we found was insufficient predictability in
our premarket programs, which can create inefficiencies, increase costs for industry and FDA,
and delay bringing safe and effective products to market. We identified several root causes of

these issues. They include very high reviewer and manager turnover at CDRH (almost double



that of FDAs drug and biologics centers); insufficient training for staff and industry; extremely
high ratios of employees to front-line supervisors; insufficient oversight by managers: CDRH"s
rapidly growing workload, caused by the increasing complexity of devices and the number of
overall submissions we review; unnecessary and/or inconsistent data requirements imposed on
device sponsors; insufficient guidance for industry and FDA staff; and poor-quality submissions
from industry.

While it is true that providing more user fee resources alone won‘t solve the problems
with our premarket programs, insufficient funding is at the root of, or a contributing factor to,
several of these problems. Adequate and stable funding is one key component to our and
industry’s success in bringing safe and effective devices to market quickly and efficiently.

After considering extensive and varied public input on our recommendations, in January
2011, FDA announced a Plan of Action that included 25 specific actions that we would take in
2011 to improve the predictability, consistency, and transparency of our premarket programs — as
of February 2012, 75 percent of these actions, plus eight additional actions, are already
completed or well underway.® The following month, we announced our Innovation Initiative,
which included several proposals to help maintain the position of the U.S. as the world’s leader
in medical device innovation, including the creation of a new approach for important, new
technologies called the Innovation Pathway.

Since then, we have announced additional efforts to improve our premarket programs,
including actions to improve our program for clinical trials and the Investigational Device
Exemption (IDE) program. The actions we are taking can be grouped into three main areas of

emphasis. Overall, our actions seek fo:

¥ More information about FDAs progress in implementing the CDRH “Plan of Action for 510(k) and Science™ is
available on FDA’s website at
hup:/iwww.fda.gov/dboutFDA/CentersOffices/OfficeafMedical ProductsandTobacco/CORH/CDRHReports/uem 2 76

286.htm.
9



e Create a culture change toward greater transparency, interaction, collaboration, and the
appropriate balancing of benefits and risks;

e Ensure more predictable and consistent recommendations, decision-making, and
application of the least-burdensome principle; and

e Implement more etficient processes and use of resources.

Specific steps that we are taking include:

» Issuing guidance clarifying the criteria used to make benefit-risk determinations a part of
device premarket decisions. This will provide greater predictability and consistency and
apply a more patient-centric approach by considering patients’ tolerance for risk in
appropriate cases (draft guidance issued August 15, 2011);

e Creating standard operating procedures for when a reviewer can request additional
information regarding a premarket submission and identifying at what management level
the decision must be made. These steps are intended to provide greater predictability,
consistency, and the appropriate application of the least-burdensome principle by
reducing the number of inappropriate information requests (Standard Operating
Procedures issued November 10, 2011);

* Developing a range of updated and new guidances to clarify CDRH requirements for
predictable, timely, and consistent product review, including device-specific guidance in
several areas such as mobile applications (draft guidance released July 19, 2011) and
artificial pancreas systems (draft guidance released December 1, 2011);

¢ Revamping the guidance development process through a new tracking system,
streamlined processes, and, to the greatest extent possible within available resources, core
staff to oversee the timely drafting and clearance of documents (December 2011);

* Improving communication between FDA and industry through enhancements to

10



interactive review {some enhancements in place as ot February 2012);

Streamlining the clinical trial (IDE) processes by providing industry with guidance to
clarify the criteria for approving clinical trials, and the criteria for when a first-in-human
study can be conducted earlier during device development. These actions aim to create
incentives to bring new technologies to the United States first (guidances issued
November 10, 2011) (IDEs are required before device testing in humans that involves
significant risks may begin, and they ensure that the rights of human subjects are
protected while gathering data on the safety and efficacy of medical products);
Implementing internal business process improvements to ensure that decisions are made
by the appropriate level of management, that decisions are made consistently and
efficiently, and that we appropriately apply the least-burdensome principle. For example,
CDRH created the internal Center Science Council to actively monitor the quality and
performance of the Center’s scientific programs and ensure consistency and predictability
in CDRH scientific decision-making (Center Science Council established March 31,
2011);

Creating a network of experts to help the Center resolve complex scientific issues, which
will ultimately result in more timely reviews. This network will be especially helpful as
FDA confronts new technologies (Standard Operating Procedures issued September 30,
2011);

Instituting a mandatory Reviewer Certification Program for new reviewers (program
launched September 2011);

Instituting a pilot Experiential Learning Program to provide review staff with real-world
training experiences as they participate in visits to manufacturers, research and health

care facilities, and academia (to begin in 2012);

11



* Providing industry with specific guidance on how to ensure the quality and performance
of clinical trials while a])plyiilg the least-burdensome principle, so that industry conducts
studies that are more likely to support the approval of their products (guidance released
August 15, 2011); and

» Streamlining the de novo review process, the pathway by which novel, lower-risk devices

without a predicate can come to market (draft guidance released October 3, 2011).

Our efforts to improve the premarket review programs at CDRH are ongoing. We
recently released our Strategic Priorities for 2012,” in which we commit to completing or
continuing the work we already started in four priority areas: (1) Fully Implement a Total
Product Life Cycle Approach,'’ (2) Enhance Communication and Transparency, (3) Strengthen
Our Workforce and Workplace, and (4) Proactively Facilitate Innovation to Address Unmet
Public Health Needs. Our plan for 2012 includes time frames associated with each strategy and
specific actions we will take to meet those goals or make significant progress towards achieving
those goals, including, for example:

» ByApril 1, 2012, begin the Triage of Premarket Submissions Pilot to increase submission
review efficiency and better manage the premarket review workload;
* By September 30, 2012, make recommendations on how to adequately recognize good

employee performance and address poor performance;

 CDRH, “2012 Strategic Priorities,” available at

hap:imwww fdu.gov/dbowt FDA/CentersOffices/OfficeotMedical Productsand Tobacco/ CDRH/CDRHY isionandMissio
ucm288735.him.

1 A Total Product Life Cycle (TPLC) Approach involves making make well-supported regulatory decisions that
take into consideration all of the relevant information available to CDRH, at any stage of a product’s life cycle to
assure the safety, effectiveness, and quality of medical devices, and the safety of non-device radiation-emitting
products. The Center’s TPLC database integrates premarket and postmarket data about medical devices. For more
information, please see CDRH’s web site at

hep:/iwww fda.gov/AboutFDA/Centers Offices/OfficeofMedicalProductsand Tobacco/CDRH/CDRH Transpareney/ue
miv9906.itm.
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By September 30, 2012, create processes and tools that will improve the pipeline for
innovative medical devices and transform the way CDRH works with medical device
innovators, such as the new Entreprencurs-in-Residence program;

By September 30, 2012, develop methods and procedures for the systematic analysis and
use of medical device recall information;

By October 31, 2012, develop a comprehensive strategy to assess real-world device
performance;

By December 31, 2012, conduct an evaluation of CDRH staffing, infrastructure, policies,
and practices pertaining to medical device software;

By December 31, 2012, review remaining Class 111 pre-amendment medical devices;

By December 31, 2012, launch the Experiential Leaming Program (ELP) to enhance
premarket reviewer knowledge of how medical devices are designed, manufactured, and
utilized by providing real-world learning opportunities; and

By December 31, 2012, launch the CDRH Leadership Enhancement and Development
Program (LEAD) to provide CDRH managers and supervisors information and tools to

ensure effective leadership.

We believe the actions that we've taken and plan to take in the future will have a positive

impact on the device review process by providing greater predictability of data requirements

through guidance, reducing unnecessary data requests through training and policy and process

changes, implementing policies to appropriately balance benefit-risk determinations, using

external experts more extensively (consistent with conflict-of-interest guidelines), creating

incentives to conduct clinical studies first in the United States, speeding up IDE approval

decisions, implementing the Innovation Pathway 2.0 (a priority review program to expedite
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development, assessment, and review of important technologies), and instituting efficiencies in
the premarket review process.

For example. I'm pleased to report that. consistent with our many improvements to the
510(k) program, the recent increase in the “not substantially equivalent™ (NSE) rate!' appears to
be turning around. For manufacturers and FDA, NSE determinations often represent an
inefficient use of time and resources. NSE determinations require significant Agency resources
and time, yet fail to result in the marketing of a new product. As shown in the chart below, from
a peak of 8 percent in 2010, the NSE rate has decreased to 5 percent in 2011. Just as important,
we also may be seeing a reversal in the trend of declining rate in Substantially Equivalent (SE)
decisions that clear a 510(k) submission for marketing. After several years of declining
percentages, reaching a low of 73 percent in 2010, SE rates increased by 5 percent in 2011, as

shown in the chart below.

Percent of 510(k)s Determined to be
Substantially Equivalent (SE)
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failed to demonstrate that the device is as safe and effective as the predicate. The vast majority of NSE decisions are
due (o the absence of adequate performance data, somelinilis despite repeated FDA requests.




To best serve patients, both the medical device industry and FDA must have the
flexibility to be innovative and entrepreneurial. CDRH must continue making critical
improvements to our device program. At the same time, the medical device industry and CDRH
must continue to work together to ensure that the Center receives high-quality submissions that
contain the information we need to make well-informed and timely decisions. Finally, CDRH
must have adequate and stable resources to get the job done right and quickly. Timely
reauthorization of MDUFA, as well as the Congressional appropriations process, is critical to

achieving these goals.

Moving Forward: Reauthorization of MDUFA

When MDUFA was reauthorized in 2007, Congress directed FDA to take additional steps
to ensure that public stakeholders would have adequate opportunity to provide input to any
program enhancements. In addition to FDA receiving input from stakeholders during an initial
public meeting in September 2010, as directed by Congress, we have been meeting with
stakeholders, including representatives of patient and consumer groups, since January 2011 and
have been making the minutes of those meetings available to the public.

Since January 2011, we also have been holding discussions with the medical device
industry in an effort to develop a package of proposed recommendations for MDUFA
reauthorization. We were pleased to announce last week that FDA and representatives from the
medical device industry have reached an agreement in principle on those proposed
recommendations. This agreement in principle, which would authorize FDA to collect $595
million in user fees over five years (plus increases based on inflation), strikes a careful balance
between what industry agreed to pay and what FDA can accomplish with the amount of funding

proposed. We believe that it will result in greater predictability, consistency, and transparency

15



through a number of improvements to the review process.

The agreement in principle reached by FDA and the medical device industry includes

numerous important improvements to the MDUFA program, including:

» Earlier and more transparent and predictable interactions between FDA and the
applicant. both during the early product development or “pre-submission™ stage as
well as during the review process;

*  More detailed and objective criteria for determining when a premarket submission is
incomplete and should not be accepted for review;

+  More streamlined FDA review goals that will provide better overall performance and
greater predictability, including a commitment to meet with an applicant if FDA"s
review of their submission extends beyond the goal date, so that the parties can
discuss how to resolve any outstanding issues;

* Additional resources to support guidance development, reviewer training and
professional development, and an independent assessment of the pre-market review
process to identify potential enhancements to efficiency and effectiveness;

* More detailed quarterly and annual reporting of program performance; and

* A joint commitment between FDA and industry to accomplish shared outcome goals

to reduce the total average calendar time to a decision for PMAs and 510(k)s.

Once the final details of the agreement in principle are resolved, as required by statute,
FDA will prepare a package of proposed recommendations based on that agreement, will present
that package to the relevant Congressional committees, and will seek public comment on the
proposed recommendations by publishing them in the Federal Register and holding a public

meeting. The Agency will then consider the public’s views and comments, revise the proposed

16



recommendations as necessary, and transmit a final package of recommendations to Congress,
along with a summary of the views and comments that were received and any changes that were
made to the proposed recommendations in response to the public's views and comments.

While we work with all interested stakeholders and Congress toward reauthorization of
MDUFA in order to provide adequate and stable funding for the program, we will also be
moving forward with our ongoing CDRH program improvements, focusing on smart regulation
that will facilitate device innovation. As these new policies and processes continue to be
implemented, we expect to see notable improvements in the consistency, transparency, and

predictability of our premarket review programs.

Smart Regulation’s Role in Assuring Patient Safety

As we continue to look for ways to improve our ability to facilitate innovation and to
speed safe and effective products to patients, we must not lose sight of the benefits of smart
regulation to the medical device industry, to patients, and to society. Smart regulation of medical
devices results in better, safer, more effective treatments as well as worldwide confidence in, and
adoption of, the devices that industry produces.

We at FDA see daily the kinds of problems that occur with medical devices that are
poorly designed or manufactured, difficult to use, and/or insufficiently tested. We appreciate the
concern that some devices come on the market in the European Union (EU) before they do in the
United States. While we want devices to be available to American patients as soon as possible,
consistent with U.S. law, they need to be both safe and effective. The U.S. system has served
patients well by preventing devices from entering the U.S. market that were later shown to be

. . 1
unsafe or ineffective. '

12 See, e.g.. D. Cohen and M. Billingsley, “Europeans Are Left to Their Own Devices,™ British Medical Jowrnal,
342:d2748 (2011), available at /itzp: /A by, c‘orn/c'onre]n_;/j42/1:»;]’. d2748.



Some have suggested that the United States adopt the medical device regulatory system
of the EU. Yet, outside the United States, pressure is growing toward grearer premarket scrutiny
of medical devices. A recent report from the Belgian Health Care Knowledge Centre (a
governmental agency that produces studies to advise policy-makers when deciding on health care
and health insurance)'” concluded that “[f]or innovative high-risk devices the future EU Device
Directive should move away from requiring clinical safety and *performance” data only to also
require pre-market data that demonstrate “clinical efficacy.™ and “[t]he device industry should
be made aware of the growing importance of generating clinical evidence and the specific
expertise this requires,”"

There are significant differences between the EU and U.S. medical device review
systems. In the EU, manufacturers must demonstrate safety and performance, while in the
United States the standard for approval is safety and effectiveness.’” In the EU, more than 70
private, non-governmental entities called “Notified Bodies™ review and approve devices by
giving them a “CE mark.” These decisions are kept confidential and not released to the public or
to EU regulatory bodies. In fact, the EU does not have one centralized regulatory body. Instead,
each country can designate an entity as a *Notified Body,” yet the decision of one Notified Body
applies to all EU countries.

Because of these factors, it is impossible to track medical device approvals, adverse
events, or recalls in the EU, since there are few to no publicly accessible, centralized systems for

collecting and monitoring information about medical device approvals or safety problems. The

use of Notified Bodies has been criticized as encouraging “forum shopping™ by sponsors to

' Additional information about the Belgian Health Care Knowledge Centre, and its mission and activities, is
available at fireps:/kee.fgov.be/content/about-the-kee,

" Belgian Health Care Knowledge Centre, “The Pre-market Clinical Evaluation of Innovative High-risk Medical
Devices,” KCE Reports 158 (2011) at p. vii, available at Jzip:/rvwie kee feov.be/index en.aspy?SGREF=202677.
1* See *“Recast of the Medical Devices Directives; Public Consultation,” available at
hip:/iee.europa.cu/consumersi/sectors/medical-devices/files/recast_docs_2008/public_consultation_en.pdf:
European Commission, “Guidelines on Medical Devices: Clinical Evaluation: A Guide for Manufacturers and
Notified Bodies™ {Dec. 2009), at p. 4, available at hitp./ec.curopa.ewhealth/medical-

devicesifiles/meddev/2_7 Irev 3 enpdf. 18



identity those Notified Bodies with the most lax operating standards, and the varying levels of
expertise among Notified Bodies has been critiqued.

In May 2011. the European Society of Cardiology (ESC) issued a “case tor reform™ of
the European medical device regulatory system: that body’s recommendations included creating
a unified regulatory system, imposing stronger clinical data requirements, and requiring more
accountability for Notified Bodies.'® The ESC cited examples of several different cardiovascular
technologies that were implanted in patients in the EU that were later proven to be unsafe and/or
ineffective through clinical trials required under the U.S. system, and were subsequentty
removed from the European market.

Also in May 2011, a series of feature articles was published in the British Medical
Journal, criticizing the opacity of the European medical device regulatory system, and raising
concerns about the regulation of high-risk devices and how well they are tested before coming on
to the European market.'” Several of the featured articles cited the FDA system’s transparency
as helping physicians to make informed decisions about which devices to use and providing
patients with access to information about the devices that will be used on them.

Most recently, France's Directorate General for Health and its consumer safety body
AFSSAPS'" issued a report'® urging stronger national and European regulation and monitoring

of medical devices. In an accompanying statement, France’s Minister of Health, Xavier

'® See “Clinical evaluation of cardiovascular devices: principles, problems, and proposals for European regulatory
reform,” Fraser, et al., European Heart Journal, May 2011,

'"“The Truth About Medical Devices,” British Medical Journal, vol. 342, at pp. 1115-1130 (May 21, 2011),
available at hutp:/rwnw b .con/content/342/7807/F eature fill pdf (Deborah Cohen, *Qut of Joint: The Story of the
ASR,” British Medical Journal 2011; 342:d2905; Deborah Cohen and Matithew Billingsley, “Medical Devices:
European Patients Are Left to Their Own Devices,” British Medical Journal 2011; 342:d2748); see also Fiona
Godlee, “Editorial: The Trouble With Medical Devices,” British Medical Jowrnal 2011; 342:d3123, available at
frttp:/ww.bi.comcontent/342/bmj.d3 123 fuldl; Carl Heneghan et al., “Medical-Device Recalls in the UK and the
Device-Regulation Process: Retrospective Review of Safety Notices and Alerts,” BMJOpen (May 2011), available
at hutp:/bmjopen.binf.com/content/early/201 1/05/12/bmjopen-201 1-000155 fill pdf.

' Agence frangaise de sécurité sanitaire des produits de santé, France's Agency for the Safety of Health Products.

' See AFSSAPS, “Poly Implant Prothése: remise d'un rapport de la DGS et de I’ Afssaps aux ministres chargés de la
santé — Communique,” available at Ziutp:/Avvwwafssaps.fi/mdex.php/infos-de-secwrite/Communigues-Points-
presse/Poly-Implani-Prothese-remise-d-un-rapport-de-la-DGS-ci-de-1- Afssaps-aux-ministres-charges-de-la-sante-
Communiguc. 9



Bertrand. said that European Union rules on regulating and monitoring medical devices “must be
radically overhauled.”™

FDA continues exploring ways to get medical products to patients with serious and life-
threatening discases or conditions faster, but lowering U.S. approval standards isn’t in the best
interest of American patients, our health care system, or U.S. companies whose success relies on
the American public’s confidence in their products. We are pleased that a U.S. medical device
industry trade association, AdvaMed, has stated that it supports maintaining our current rigorous
standards of safety and effectiveness for marketing medical devices: “The medical technology
industry has long recognized that a strong and well-functioning FDA is vital to maintaining

America’s preeminence in medical technology innovation, and we support the current regulatory

framework in the U.S.™!

CONCLUSION

Over the course of MDUFA 11, and especially during the last two years, CDRH has been
working, with extensive input from industry and other stakeholders, to take concrete actions
toward creating a culture change toward greater transparency, interaction, collaboration, and the
appropriate balancing of benefits and risks; ensuring predictable and consistent
recommendations, decision-making, and application of the least-burdensome principle; and
implementing efficient processes and use of resources. These actions—geared toward a system
of smart regulation—have already started to have a measurable, positive impact on our
premarket programs, and we fully expect that positive trend to continue as we proceed to

implement the improvements we have committed to make.

% See “France Calls for Europe-wide Control on Prosthetics following PIP Breast Implant Scare,” The Telegraph
(Feb. 1, 2012}, available at firip. /v telegraph.coaddhealthivomen_shealth/9054282/France-calls-for-Europe-
wide-control-on-prosthetics-follenving- PIP-breasi-implani-scare hind,

*' Advanced Medical Technology Association (AdvaMed), “AdvaMed Statement on the House Energy and
Commerce Subcommittee Hearing on FDA Device Regulza(t)ion“ (July 20, 2011).



While we work with industry, other stakeholders, and Congress in the statutory process
toward the reauthorization of medical device user fees, in order to ensure adequate and stable
funding of the program, we are also continuing to move forward with CDRH program
improvements. MDUFA 11 is scheduled to expire on September 30, 2012, and FDA is ready to
work with you to ensure timely reauthorization of this critical program. If we are to sustain and
build on our record of accomplishment, it is critical that the MDUFA reauthorization occurs
seamlessly, without any gap between the expiration of current law and the enactment of MDUFA
I[I. At the same time, we must remain mindful that, unlike the PDUFA program, in which fees
fund more than 60 percent of drug review costs, user fees under MDUFA 111 (as described in the
recently announced agreement in principle} will fund about a third of the total cost of the medical
device premarket review process, making it important to keep these resources focused on the
performance goals identified in the MDUFA agreement.

Mr. Chairman and Members of the Subcommittee, [ share your goal of smart, streamlined
regulatory programs. Thank you for your commitment to the mission of FDA, and the continued
success of our medical device program, which helps to ensure that patients and practitioners have
access to safe and effective innovative medical technologies on a daily basis. 1am happy to

answer questions you may have,



