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Antupdate onwnat 1s
nappening politically with
FDA and Congress

RECENT DEVELOPMENTS:
The FDA and the 510(k) program
are political footballs
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Semper Fidelis — Consumer Protection for Patients with Implanted Medical Devices
William H. Maisel, M.D., M .P.H.

When the Food and Drug Administration (FDA) approved the Medtronic Sprint Fidelis implantable cardioverter—defibrillator (ICD) lead in 2004 on the basis of bench testing
but no human clinical data, there was no public outcrv. Physicians rapidly incorporated the new electrode into their practice, welcoming its small diameter and ease of
implantation. During the ensuing 3 vears, 90% of Medtronic ICDs were implanted with this lead (see diagram). But in October 2007, after 38 months on the U.S. market and > PDAFull Text
268,000 implantations worldwide, the Fidelis was vohmntarily recafled by Medtronic because of its propensity to fracture. The large mumber of affected patients, the billions of Gt LT
dollars at stalce in the ICD market, and the controversy surrounding the timing of communication with physicians and patients about the lead's performance highlight the » Letters

shortcomings of the regulatory system for medical devices and underscore the urgent need for legislation that will ensure adequate protection for the patients receiving them.

ICD System Consisting of a Generator and a Lead.
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he FDA Is under siegs
by the media
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ABut critics say what Congress |
quickly enter the market has expanded so much that even critical therapie
are cleared without enoug
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NBut defenders of the FDA process
argue that tighter gate-keeping could deprive patients of promising

alternatives. And they contend most new medical devices introduced eac

year 1 nvolve minor modifications
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Medical Devices: FDA Should Take Steps to Ensure That High-Risk Device Types Are Approved through the Most Stringent

Premarket Review Process
GAQ-09-190 January 15, 2009
Highlights Page (PDF) Full Report (PDF, 64 pages) Accessible Text Recommendations (HTML)

Summary

The Food and Drug Administration (FDA) within the Department of Health and Human Services (HHS) is responsible for oversight of medical devices sold
in the United States. Regulations place devices into three classes, with class 111 including those with the greatest risk to patients. Unless exempt by
regulation, new devices must clear FDA premarket review via either the 510(k) premarket notification process, which determines if a new device is
substantially equivalent to another legally marketed device, or the more stringent premarket approval (PMA) process, which requires the manufacturer to
supply evidence providing reasonable assurance that the device is safe and effective. Class 111 devices must generally obtain an approved PMA, but until
FDA issues regulations requiring submission of PMAs, certain types of class 111 devices may be cleared via the 510(k) process. The FDA Amendments Act
of 2007 mandated that GAQ study the 510(k) process. GAQ examined which premarket review process--510(k) or PMA--FDA used to review selected
types of device submissions in fiscal years 2003 through 2007. GAOD reviewed FDA data and regulations, and interviewed FDA officials.

In fiscal years 2003 through 2007, as part of its premarket review to determine whether devices should be permitted to be marketed in the United
States, FDA: (1) reviewed 13,199 submissions for class I and 11 devices via the 510(k) process, clearing 11,935 (20 percent) of these submissions; (2)
reviewed 342 submissions for class III devices through the 510(k) process, clearing 228 (67 percent) of these submissions; and (3) reviewed 217
original and 784 supplemental PMA submissions for class 11T devices and approved 78 percent and 85 percent, respectively, of these submissions.
Although Congress envisioned that class 111 devices would be approved through the more stringent PMA process, and the Safe Medical Devices Act of
1990 required that FDA either reclassify or establish a schedule for requiring PMAs for class 111 device types, this process remains incomplete. GAQ found
that in fiscal years 2003 through 2007 FDA cleared submissions for 24 types of class III devices through the 510(k) process. As of Qctober 2008, 4 of
these device types had been reclassified to class 11, but 20 device types could still be cleared through the 510(k) process. FDA officials said that the
agency is committed to issuing regulations either reclassifying or requiring PMAs for the class 111 devices currently allowed to receive clearance for
marketing via the 510(k) process, but did not provide a time frame for doing so.
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program works. It has to be administered in a fair way.
Otherwise, as a regulatory agency, FDA would be arbitrary and
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--Miriam Provost, Former ODE Director for Science and Engineering Review
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ODE Chief Tillman Defends 510(k) Program At Minnesota Industry Meeting

FDA's head of device evaluation is defending the
agency's handling of 510(k) pre-market notification
submissions in the face of criticism from two
groups: those who charge the agency has allowed
devices on the market without sufficient scientific
evidence, and industry representatives who claim
that FDA often demands too much from 510(k)

Former ODE Staffers Dispute Claims Of Office Corruption And Coercion
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Congressional critics of the program backed a
provision in the FDA Amendments Act requiring
the Government Accountability Office to prepare a
report on FDA's 510(k) program. That report,
currently being finalized, may recommend changes
to how FDA regulates Class IT devices

“The Gray Sheet” 3
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Device Center Discord: 510(k) Review Process Is Flash Point At CORH

Details trickling into the public sphere about
CDRH's device review process reveal heightened
tension between reviewers and management over
the proper response to a 510(k) submission

Earnest scientists within the device center are
reportedly digging deeper into premarket
notification submissions and asking more and more
in-depth questions about the clinical effectiveness
of new products. But supervisors take pains to stay

determinations in 2006 and 2007 (*The Gray Sheet’
Jan. 5, 2009, p. 24)

A recent Wall Street Journal article suggested that
intense lobbying by the company and members of
Congress pressured FDA to ultimately clear the
product, ReGen asserts that FDA reviewers were
using illegal standards to evaluate their product, and
the firm had no choice but to fight for its rights
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Grassley Says Knee Device Maker Was ‘Calling the Shots’ at FDA

Article Comments
|E| Email |§| Print E Permalink

By Alicia Mundy
Sen. Chuck Grassley is busy again, asking for information about the
FDA's approval last fall of a knee implant made by ReGen Biologics.

After a WSJ article about a contraversy invalving the approval
appeared Friday. Grassley sent =iletters to the FDA and ReGen,
based in Hackensac sking for documents about their
interactions, particularly those leading up to an FDA advisory
committee meeting about the device held Maov. 14

The lowa Republican, who has been investigating the drug and device
visions of the FDA for several ye: id his inquiry is based an
emails that “make it look like the device maker was calling the shots
and the FDA was going out of its way to accommodate the

company.”

Charl

es E. Grassley

ReGen
controversy

About Health Blog



DEPARTMENT OF HEALTH AND HUMAN SERVICES

Fooz and Orug AGmireirasor
OMce of Device E valustiar
#1200 Corpevats Bouiovard
Rockville, MD 20050

pril 2, 2009

The Honorable Charles E. Grassley

Senator and Ranking Member, Scnate Commitice
135 Hart Senate Office Building

Washington, DC 20510-1501

Dear Senator Grassley
We, physicians and scientists of the U.S. Food and Drug Administration (FDA), are thenkful for

your strong support and want fo express our sincere gratitude for your ncvc!»c-ndlng ﬂg) t to make
4 k t more accountable ST . and youplong career dedicated to protecting foderal

y 4
) ho are willing to . £ corruption, and wrongdoing. Your recent
nding that the ng! A yees o cmmunicate with Congress be protected
g { u 1l f and give us confldence that our voices will be

0 the President of ¢ ted States calling on the President o

drastically T 3 y urged the Presadent 1o bold accountable those FDA employees
who have engaged in wrongdoing, who have violated laws, rules, and regulations, who have sbused
their power and hority, and/or who have engaged in retahation. We strongly urged the President

to enable the new HHS and FDA leadership to take immediate and decisive disciplinary action in
order to send a strong message FDA -wide that wrongdoing will no longer bo tolerated and those who
engage in wrongdoing will be held accountable. It is also necessar

personnel actions be reversed and that the clearance/approval of medicel devices thast were not made
in accordance with the laws, rules and regulations be re-visited. We request that you bring these
matters to the direct sttention of the HHS Secretary-Designate at the upcoming hearings

Sincerely,
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. and to President Obanja ...

T'he Honorable Barack H. Obama
President of the United States
1600 Pennsylvania Avenue NW
Washington, DC 20500

Dear Mr. President:

of this letter is to draw your attention to the frustration and outrage that FDA phy
ntists, ;ll advc ups ll p nd the \ 1;\; I| repeatedly
2d « sdee 1 I l l)\ fficials. Recent press reports revealed extensive evidence o
VO schenbac 1

AiThe purpose of thls letterf

the frustration and outrage that FDA physicians and scientists, publis
advocacy groups, the presand the American people have repeated|
expressed over the mi
é
Nnésweeping measur es sywtensc corremiahand
wrongdoing that permeates all levels of FDA and has plagued the

Agency far too | ong.
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FDA Mediézﬂ Devmel Regulator Resigns

Article Comments {4}
BE| Email  |&| Print Save This & K] Like
By ALICIA MUMNDY

WASHINGTON -- The Food and Drug Administration’s top medical-device regulator said
Tuesday he is resigning.

The departure follows internal dissent over device-approval decisions that the regulator's crtics

said were too friendly to industry.

Daniel Schultz said his move comes "by mutual agreement” with FOA Commissioner Margaret
Hamburg, who took office in May.

An FDA spokesman said Dr. Schultz's decision came as the result of talks with Dr. Hamburg,



FDA seeks to streamline device unit

NEW YORK

Thu Nov 12, 2009 4:47pm
EST

Related News

Glaxo sees Benlysta
as "very major”
opportunity

Medical device prices

in crosshairs of

[eform 7

FDA tackles gray

us. FDA seeks input
(Reuters) - The new head of the U.S. Food and Drug f[j‘lepsoss'b'e Intermet
Administration said she is working to clean up the

Commi ssi oner Hambur g:
troubleddo and 1t was
changes were |

outcome of our regulatory procedures, including making sure we have a robust internal review
process."” FDA Commissioner Margaret Hamburg said at the Reuters Health Summit in New York.




FOA: Institute of Medicine to Study Premarket Clearance Process for Medical Dewvices

FOus Logo. (PRMswsFotodU 5 Food and Drug administration (FDu))
r TWASHMNGTOM. OO LUMNTRD STATRS

SILVER SPRIMG, Md., Sept. 21 /PRNewswire-USNewswire' — The U.5. Food and Crug Administration today
announced that it has commissionad the Institute of Medicine ([OM) to stwdy the pramarkst notification program
us=d to review and clesr certsin medicsl devices markstad in the United States.

{Loge: hittp:livwww. newscom. comdcgi-bindprnhd 200808247 F DAL CHE0

The DM study will examine the premarkst notification program, slso cslled the 510(k) process, for medical
devices. While the 10M study is underway, the FDA's Canter for Devices and Radiclegicsl Haslth {CORH) will
convens its own internal working growp to evaluate and improve the consistency of FDA decision making in the
510k} process.

s govemen sonaneis seresc mvms | N@W FDA Administration requests

director of CORH. "Cuwr working growp and the

process can be improved to better support FD InStitUte Of MediCine (IOM)

The 510k} process was =stablished under the

fiective devices avai to reVi eW
« Promote innovation in the medical devi 5 10 (k) P rog ram

Cruring the past thres decades, technology an
an sppropriste time for CORH to review the a
gosls.

E=tsblished by the Mationsl Academy of Sciences, the |OM provides indspendent, objective, evidence-bassd
advice to policymaksers, haslth professionsls, the private s=ctor, and the public.




Internal CDRH
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ind change is in the pir. Thas is particalacly true for our 510k program

You may have heard that on We
STOK program, which is1
Al

nesday the Agency announced sn 1OM swudy ol i
ended to be completed in 2011

You can nead re about this

On the Jocad front, we have established a Center wide 510K working group 1o Jook at
wiys 10 strengthen our S TOK progrm d | anticipate that we will be implementing

recommendations from that group in the coming months. I you visit our Traction page m

| i ; ( { 1k ;.
not only wall you be able 10 seec what we wre doing, but you can comment directly
¢ also planning o update the STOK Modilications guldance in 2010 - sty tuned for
y information about this effort

While this is all going on, | feel that it is inportant for me to get a better handie on the
ypes of $10k challenges the you are fucing in the divisions, in particudar, in regards 10
v ind: s for use. To

wlp me QN botter lay of thland, | hifchusked your branch
el I'S 1w letm oW whet vreceive a nelp S1OK thgl e an

¢cleared for that device tvpe. | am ot sctually going 1o do
am just going 10 be using C1S as & vehicle o

view, |
mivemation gathenng

e m\'\-nn TMAnACHt on
| will be postify what | :I‘ n VO—\
These are jus [ERRE STREE e Wil be mantl tNoags thlt we '.\|O\Ln".|‘ o

1 1he STOK, wnd all of our other programs in the monés ahead. | look forward 1
working with you 1o make this all happen

)

sorra- e Tillman, M0

directur, Ofice of Device Evalunt
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on Using New
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Clearances and
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