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Regulation: A Delicate Balance




The Accelerating Pace of Technology

Yesterday Today Tomorrowé
A complicated surgical Shortstay surgical Improved patient

procedure implanted - procedure - - management, enhanced
electrodes directly onto transvenous ICD leads detection, and greater

the heart muscle longevity




What I1s a Device?
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A Computerrelated Technology

A Molecular Medicine

A Robotics

A Minimally Invasive Technologies

A Micro-ElectreMechanical Systems (MEMS), Nanotechnology
A Organ Replacements and Assists

A Wireless Systems

A Decentralized Healthcare

A Combination Products




US FDA/Center for Devices and Radiological
Health (CDRH) Mission

Get safe and effective R
medical devices to market®— y

as quickly a p O simé

N
Benehfs iRLs‘S' & while en
‘ medical devices currentl
on the market remair

safe and effective.

Help the public get scidvased accurate information about medical devices a

MEDICAL DEVICE MANUFACTURERS ASSOCIATION
Innovation Today for Better Health Care Tomorrow™

radiological products needed to improve health.
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Radiation Control for Health & Safety Act (RCHSA)

Medical Device Amendment of 1976

Clinical Laboratory Improvement Amendments (CLIA)

Safe Medical Devices Act (SMDA)

Mammography Quality Standards Act (MQSA)

Medical Device Amendments

Food & Drug Administration Modernization Act (FDAMA)
Medical Device User Fee and Modernization Act (MDUFMA)
Medical Device User Fee Stabilization Act (MDUFSA)

Food and Drug Administration Amendments Act of 2007 (FDA!




Safety

NThere I s reasonabl e as

when it can be determined basalidrscientific

evidencéhat the proballlenefit$o health from use of

the device for its intended uses and conditions of us

when accompanied by adequate directions and warn

against unsafe use, outweigh the pnogleble

21 CFR 860.7




Effectiveness

NThere I s reasonabl e as
when it can be determined, based upon valid sciel
evidence, that in a significant portion of the targe
population, the use of the device for its intended us
conditions of use, when accompanied by adeque

directions for use and warnings against unsafe use

provide clinically

21 CFR 860.7




Valid Scientific Evidence

nNThe vali d scirenti f
the effectiveness of a device shall consist

principally ofwelont r ol I ed 1 n

21 CFR 860.7




Valid Scientific Evidence

Also evidence from:

A Partially controlled studies,
A Studies and objective trials without matched controls
AWelldocumented case histories conducted by qualifie
experts,
AAnd reports of significant human experience with a m
device from which it can be fairly and responsibly conc
gualified experts that there is a reasonable assurance
and effectiveness

21 CFR 860.7

MDMA



Change Is Inevitable

A Burlington: Reengineering
A Feigal: Strategic Planning

A Schultz: Postmarket Transformation




Change

A To what end?

A How much?

A How fast?

A What will it cost?

A What will it accomplish?




Increasing Device Complexity

Internal CDRH Consults (FY2010 vs. FY2008)
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Change at CDRH/FDA

A Personnel
A 510(k) Reform/Science Report
A Enforcement & Comliance

A Guidance

A Priorities: CDRH Innovation Initiative
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CENTER FOR DEVICES & RADIOLOGICAL HEALTH (CDRH)
Regulatory & Scientific Senior Staff

Office of Ombudsman
David Buckles

Regulations & Policy

OFFICE OF CENTER DIRECT(
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Lillian Gill

Sr. Associate Director

Jeffrey Shuren, MD, JD

Deputy Director for Science

William Maisel, MD

Nancy Stade

Technology and Innovatio
Vacant

Office of Surveillance
& Biometrics
Tom Gross (Acting)

Office of Device Evaluatior
Christy Foreman

Office of Compliance
Steve Silverman

510(k) Program Staff
Marjorie Shulman
(Acting)

Office of Science and
Engineering Laboratories
Steve Pollack

Office of In Vitro Diagnostig
Device Evaluation & Safety
Alberto Guiterrez

Leadership changes since 2009

MDMA
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Why 510(k)?

The 510(k) process is meant to:

A Classify post amendment* devices
A Find a device substantially equivalent; or

A Find a new device not substantially equivalent :
automatically placing device type into class Il resulting
In:

Requirement for PMA;
Eligibility for de novo; or
Requiring reclassification before marketing

* Post amendment Post May 28, 1976 Medical Device Amendments to FFD&C A




What Is Substantial Equivalence?
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narrow as to refer only to devices that are identical to

marketed devices nor so broad as to refer to devices which

are intended to be used for the same purposes as marketed
products. The committee believes that the term should be
construed narrowly where necessary to assure the safety and
effectiveness of a device but not narrowly where differences
between a new device and a marketed device do not relate
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1976 Congressional Record
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A Premarket Notification

A Section 510(k) of FFD&C Act

A 21 CFR 807 Subpart E

A Determination regarding marketing clearance

A A process that allows FDA to make a determination
regarding Substantial Equivalence (SE)

A Theclassification process for an individual device




Reforming the 510(k) Plan
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External Evaluation

A Institute of Medicine (IOM) independent evaluation of the
510(k) program

CDRH Internal Evaluation

A 510(k) Working Group evaluate how well the 510(k) program
was meeting its two public health goals and explore actions
CDRH should take to strengthen it

A Task Force on the Utilization of Science in Regulatory Decision
Making - make recommendations on how the Center can
quickly incorporate new scienae including evolving
information, novel technologies, and new scientific methods
into its decision making in as predictable a manner as is practic




Reports & Public Documents

510(K) Internal Evaluations
http://www.fda.gov/downloads/AboutFDA/CentersOfficess CDRH/CDRHReports/lUCM220784.pdf

510(k) IOM Report

http://www.iom.edu/Reports/2011/MedicalDevicesand-the-PublicsHealth The FDA510k
ClearanceProcessat-35-Years.aspx

510(k) Science Report

http://www.fda.gov/downloads/AboutFDA/CentersOffices/CDRH/CDRHReports/UCM220783.pdf

CDRH 510(k) Action Plan

http://www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHReports/ucm239448.htm

MEDICAL DEVICE MANUFACTURERS .
Innovation Today for Better




FDA Implementation Plan

Evaluation of Automatic Class
lIl Designation (De Novo) Draft Guidance September 30, 2011
Guidance

510(k) Paradigm Guidance Draft Guidance September 30, 2011

510(k) Modifications
Guidance

Clinical Trial Guidance Draft Guidance July 31, 2011

Draft Guidance June 15, 2011

Pre-Submission Interactions

. Draft Guidance November 30, 2011
Guidance




