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SUMMARY: The Department of Health and Human Serv1ces (HHS) 1s seekmg

public comment on how HHS and 1ts agenCites can Work together to fac111tate % i
 the development and approval of 1 neW medlcal technologlee o z
DATES: Submit written or electromc comments by [msert date 90 days after o
date of publication in the Federal Reglster] .
ADDRESSES: Submit written comments concerning }tfhis document ‘to the -
Division of Dockets Management, 5630 Flshers Lane rm 1061 Rockvﬂle MD
20852. Submit electronic comments to http //www.fda. gov/dockets/ |
ecomments. o ;
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For genera] questions about thi

Lane, Rockvﬂle MD 20857, 301—827—-1443

For information about the seven speczﬁc questwns IISted in the\c | o |

SUPPLEMENTARY INFORMATION' S%Etzon of thJS docum : Tom Vuchenberg,

‘Office of the Secretary, Department of Health and Human Servmes, 300
Independence Ave. SW Washmgton DC 20201 202—»205—8644 B
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I. Background

HHS is seeking comment on how to stnnulate mnovatron ‘1n medxcal
technologies, such as drug and biological products and medlcal dev1ces We '
are interested in hearing about ways HHS and its agenc‘les (e.g.j\Natlonalp | )
Institutes of Health (NIH), F oodandDrug Admmlstrauon (?MDA), Centers for

Medicare and Medicaid Services (CMS), andCentersfor Dis

Prevention (CDC), can work together to facilitate the development andapproval S
of new medical teChnologies.' o | . | |
Recent advances in basm sciences, such as genomlcs proteomlcs and

bioinformatics, have created the potentlal for the development of mnovatwe
medical technologies that can provide new hope and better qurahty of life for
many Americans. At the same time, more funds are being ~’fi\rfihib"'ré%:'vft‘e”d‘1'11\1” -

biomedical science in America than ever before NIH whlch 1s )ust completmg w

eControland = .

a 5-year doubling of its budget to $27 bllhon (Ref 1] has launched its o

Roadmap initiative (Ref. 2). The Roadmap 1n1tlat1ve aims to transfor:m the ,

nation’s medical research enterprise and help speed themoyement ofresearch =~

discoveries from the laboratory to the patient.
During the past decade, pbarmaceuticaI firms have’ incféaséa their research o
and devélopment 1nvestments to more than $30 bllhon (Ref 3] Con31der1ng

the many other organizations mvolved in medlcal res '

1\c:h' in thls country (e g . ‘
Department of Defense, Department of Energy, Department of Veteran s Affalrs |

academic organizations, and founimlons) the total amount spent each year |
in the development of medical technology in the United States could |

conceivably approach $100 billion.

With an aging population it is worth notmg that in 2002 Medmare o - .

expenditures for new drugs and devrces Were apprommately $4 to 6 bllhon



To help speed access to these new technologles CMS 1s workmg on novel ways

to better coordmate coverage, payment, and codmg for a more tlmely

reimbursement process. ' ' ‘

i

Nonetheless, there is concetn that new discoveries in basic sciences are

not rapidly translating into new medical products f‘o“f phtrentsln a féi:éﬁt

report announcing its Critical Path lmtlat1V81 (Ref 4) FDA noted that the

xS

numbers of new drug a ,d h1

decreasing despite the dramatic increase in research and dei}elopment

spending over the past decade.? Current estrmatessuggest that 1t takes 10 to h
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15 years and $800 million in 1nvestment for anew drug to rnake 1t from the

laboratory bench to a patlent s bed31de (Ref 5) On Apnl 22 2004 F DA

P Véw PR B oSO,

published a notice in the Federai eglster 69 ﬁR z’1v \Q)Tasﬁ ng for mput on

the scientific and techmcal hurdles that cause‘ delays and)ot 1er pro lems

1. What strategies and approaches could HHS 1mp1ement to/accelerateﬂ the

development and apphcatlon of new medlcal tBChnologres? AR

1The report lays out FDA plans to help make the crltlcal path more predlctable and
efficient. If products that are likely to fail can be identified earlier i in the development
process, more research and development resources can, be devoted to developmg those
products that are likely to succeed. /

2Only one in five products that reach ﬂle chmcal testmé stage ever
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2. How can HHS help its agenCIes (e g NIH (and 1ts grantees) FDA CDC

and CMS) to work together more effectlvely to ehmrnate obstacles to

development of medical technologles"’ /
3. How can the HHS sc1ent1flc and regulatory - agenc1es Work moreﬁ

effectively with CMS to eliminate obstacles to development?

4. What forums should HHS use to survey constltuents ‘about obstacles -

to innovation (e.g., public meetrngs contract research focus gronps)?

5. How can the portabrhty of information between HHS agenc1es be

optimized?

6. Which HHS pohcres and | programs effectrvely spur mno*vatron’? W ich

pohcles and programs at NIH (and its grantees) }CMS

be expanded to help spur 1nnovat10n'7’ Do (ny pohc1es and programs pose B

obstacles to 1nnovat10n?

7. What role should be played by nongovernmental partners 1n assmtmg
the Federal Government in this process? o :
II. Comments - . S | | - .

Interested persons may submit ertten or electromc comments to the:“ o

Division of Dockets Management (see ADDRESSES) Submlt a‘smgle copy ofl :

electronic comments or two paper’ copres of ma1led comments, except that N

individuals may submit one paper COPY Comments areito be tdentrﬁed wrthw :

Management between 9 a.m. and 4 p.m., Monday thronglprﬁfi | ay ‘ ST
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