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In the past 25 years, there has been an
explosion of investment by the phar-
maceutical and medical-device in-

dustries in basic and applied medical re-
search, from $2 billion in 1980 to $39
billion in 2004. 

This support has had a profound in-
fluence on academia. It has changed
the atmosphere in academic research
from one of altruism to one with an
entrepreneurial edge, as ev-
idenced by the burgeoning
numbers of invention dis-
closures and new patent ap-
plications from academic in-
stitutions. It has resulted in
a significant increase in com-
mercialization of academic
medical centers and their
faculties. It has also led to a
natural desire for a greater
ownership of concepts and
profits by both the physi-
cian investigator and the
sponsoring institution. In
clinical trials, the boundary between
the patient and the physician as an in-
vestigator and the physician as an in-
ventor and entrepreneur has become
more complex—particularly when they
are the same person or the same insti-
tution. 

There has been a recent spate of pub-
licity about the financial relationships

between physicians, academic research
institutions, and companies developing
new drugs and devices. Charges and
countercharges have been made sug-
gesting inappropriate involvement by
physicians and medical institutions in
devices or drugs that could result in sig-
nificant financial return to them. 

What is involved here is not obvious
unethical behavior but the appearance

that such behavior is
taking place. It is not
unusual that a clinical
investigator would seek
external high-risk fi-
nancial support in or-
der to carry an idea for-
ward. The investigator
who has invested in the
research project would
like to profit from that
investment should the
project become suc-
cessful. Medical institu-
tions, knowledgeable

about new concepts, wish to invest in
their development. 

The patient who is asked to partici-
pate in a clinical trial knows nothing
about the financial strings attached to
the research project he or she is enrolled
in. The patient is told there is a reason-
able possibility, but no certainty, that the
study could benefit them. The contract

that the patient and physician sign, ar-
ticulated in the consent form, indicates
that scientific equipoise exists between
active therapy and conventional thera-
py. The patient is motivated by the pos-
sibility of personally benefiting from the
new therapy or at least the belief that
it might benefit future patients. It is a
contract founded on personal benefit
and altruism. The injection of a profit
motive by either the physician or the in-
stitution has the potential to contami-
nate the entire consent process. 

The high road is one in which the in-
ventor or institution has no patient
contact in a research project from
which either might profit financially.
Physician scientists who wish to have
their ideas tested should delegate the
study and the analysis to more objective
researchers. Likewise, institutions that
have invested in the product should
not participate in the investigation, to
avoid the possibility of influencing staff
participation in the trial and recruit-
ment of patients. Anything short of
this opens the investigator and institu-
tion to criticism of bias. ■
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H E A R T O F T H E M A T T E R

B Y  S I D N E Y
G O L D S T E I N, M . D.

Clinical Researcher as Entrepreneur

I N T H I S I S S U E

10 Arrhythmias &
Electrophysiology
Catheter ablation for atrial fibrillation
surpasses drug management.

12 Surgery
Mild hypothermia before bypass may
prevent cognitive deficits afterward.

14 Heart Failure
The ‘obesity paradox’ opens new
treatment possibilities in ADHF.

18 CAD & Atherosclerosis
High serum glucose may be linked to
atherogenesis in women, 19

23 Imaging
Perfusion CT can reveal deficits in
brains of patients with carotid stenosis.

24 Interventional Cardiology
Sirolimus-eluting stents surpassed
brachytherapy for in-stent restenosis.

26 Cerebrovascular Diseases
Intensive statin treatment drives down
the risk of stroke.

27 Congenital Heart Diseases
Younger infants can undergo CAVC 
as safely as do older ones.

28 Epidemiology & Prevention
Waist girth and exercise tolerance
could refine Framingham risk scores.

32 Drugs & Devices
GlaxoSmithKline warns of spotty
shortages of carvedilol.

35 Practice Trends
Guest Editorial: Dr. Harvey V. Fineberg
on  health care’s ‘Quality Chasm,’ 36

Policy & Practice, 38

39 On the Beat

Reader Services
Classifieds, 29

Index of Advertisers, 37

E D I T O R I A L
A DV I S O R Y B OA R D

Used Mac Distiller 4.0.x Job Options
This report was created automatically with help of the Adobe Acrobat Distiller addition "Distiller Secrets v1.0.5" from IMPRESSED GmbH.
You can download this startup file for Distiller versions 4.0.5 and 5.0.x for free from http://www.impressed.de.

GENERAL ----------------------------------------
File Options:
     Compatibility: PDF 1.2
     Optimize For Fast Web View: Yes
     Embed Thumbnails: No
     Auto-Rotate Pages: Individually
     Distill From Page: 1
     Distill To Page: All Pages
     Binding: Left
     Resolution: [ 600 600 ] dpi
     Paper Size: [ 855 1107 ] Point

COMPRESSION ----------------------------------------
Color Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: << /Blend 1 /Colors 3 /Resync 13 /Columns 199 /HSamples [ 2 1 1 2 ] /Rows 250 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     Bits Per Pixel: As Original Bit
Grayscale Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: << /Blend 1 /Colors 1 /Resync 5 /Columns 75 /HSamples [ 2 1 1 2 ] /Rows 84 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     Bits Per Pixel: As Original Bit
Monochrome Images:
     Downsampling: Yes
     Downsample Type: Average Downsampling
     Downsample Resolution: 300 dpi
     Downsampling For Images Above: 450 dpi
     Compression: Yes
     Compression Type: CCITT
     CCITT Group: << /Columns 32 /K -1 /Rows 8 >>
     Anti-Alias To Gray: No

     Compress Text and Line Art: Yes

FONTS ----------------------------------------
     Embed All Fonts: Yes
     Subset Embedded Fonts: Yes
     Subset When Percent Of Characters Used is Less: 100 %
     When Embedding Fails: Warn and Continue
Embedding:
     Always Embed: [ ]
     Never Embed: [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]

COLOR ----------------------------------------
Color Management Policies:
     Color Conversion Strategy: Convert All Colors to sRGB
     Intent: Default
Working Spaces:
     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain
     RGB ICC Profile: sRGB IEC61966-2.1
     CMYK ICC Profile: U.S. Web Coated (SWOP) v2
Device-Dependent Data:
     Preserve Overprint Settings: No
     Preserve Under Color Removal and Black Generation: No
     Transfer Functions: Preserve
     Preserve Halftone Information: Yes

ADVANCED ----------------------------------------
Options:
     Use Prologue.ps and Epilogue.ps: Yes
     Allow PostScript File To Override Job Options: Yes
     Preserve Level 2 copypage Semantics: Yes
     Save Portable Job Ticket Inside PDF File: No
     Illustrator Overprint Mode: Yes
     Convert Gradients To Smooth Shades: Yes
     ASCII Format: No
Document Structuring Conventions (DSC):
     Process DSC Comments: Yes
     Log DSC Warnings: No
     Resize Page and Center Artwork for EPS Files: Yes
     Preserve EPS Information From DSC: No
     Preserve OPI Comments: No
     Preserve Document Information From DSC: No

OTHERS ----------------------------------------
     Distiller Core Version: 4050
     Use ZIP Compression: Yes
     Deactivate Optimization: No
     Image Memory: 524288 Byte
     Anti-Alias Color Images: No
     Anti-Alias Grayscale Images: No
     Convert Images (< 257 Colors) To Indexed Color Space: Yes
     sRGB ICC Profile: sRGB IEC61966-2.1

END OF REPORT ----------------------------------------

IMPRESSED GmbH
Bahrenfelder Chaussee 49
22761 Hamburg, Germany
Tel. +49 40 897189-0
Fax +49 40 897189-71
Email: info@impressed.de
Web: www.impressed.de

Adobe Acrobat Distiller 4.0.x Job Option File
<<
     /ColorSettingsFile ()
     /LockDistillerParams false
     /DetectBlends true
     /ParseDSCComments true
     /DoThumbnails false
     /AntiAliasMonoImages false
     /MonoImageDownsampleType /Average
     /MaxSubsetPct 100
     /MonoImageFilter /CCITTFaxEncode
     /GrayImageDownsampleType /Average
     /GrayImageFilter /DCTEncode
     /ColorImageDownsampleThreshold 1.5
     /ColorConversionStrategy /sRGB
     /CalGrayProfile (Adobe Gray - 20% Dot Gain)
     /NeverEmbed [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]
     /ColorImageResolution 150
     /UsePrologue true
     /ColorImageDepth -1
     /sRGBProfile (sRGB IEC61966-2.1)
     /PreserveOverprintSettings false
     /CompatibilityLevel 1.2
     /UCRandBGInfo /Remove
     /EmitDSCWarnings false
     /CreateJobTicket false
     /DownsampleMonoImages true
     /DownsampleColorImages true
     /MonoImageDict << /Columns 32 /K -1 /Rows 8 >>
     /ColorImageDownsampleType /Average
     /GrayImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /CalCMYKProfile (U.S. Web Coated (SWOP) v2)
     /MonoImageDepth -1
     /PreserveEPSInfo false
     /AutoFilterGrayImages true
     /GrayACSImageDict << /Blend 1 /Colors 1 /Resync 5 /Columns 75 /HSamples [ 2 1 1 2 ] /Rows 84 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     /SubsetFonts true
     /ColorImageFilter /DCTEncode
     /AutoRotatePages /PageByPage
     /ASCII85EncodePages false
     /PreserveCopyPage true
     /EncodeMonoImages true
     /PreserveOPIComments false
     /ColorImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /AntiAliasGrayImages false
     /GrayImageDepth -1
     /CannotEmbedFontPolicy /Warning
     /EndPage -1
     /TransferFunctionInfo /Preserve
     /CalRGBProfile (sRGB IEC61966-2.1)
     /EncodeColorImages true
     /EncodeGrayImages true
     /ColorACSImageDict << /Blend 1 /Colors 3 /Resync 13 /Columns 199 /HSamples [ 2 1 1 2 ] /Rows 250 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     /Optimize true
     /ParseDSCCommentsForDocInfo false
     /GrayImageDownsampleThreshold 1.5
     /MonoImageDownsampleThreshold 1.5
     /AutoPositionEPSFiles true
     /MonoImageResolution 300
     /GrayImageResolution 150
     /AutoFilterColorImages true
     /AlwaysEmbed [ ]
     /ImageMemory 524288
     /OPM 1
     /DefaultRenderingIntent /Default
     /EmbedAllFonts true
     /StartPage 1
     /DownsampleGrayImages true
     /AntiAliasColorImages false
     /ConvertImagesToIndexed true
     /PreserveHalftoneInfo true
     /CompressPages true
     /Binding /Left
>> setdistillerparams
<<
     /PageSize [ 576.0 792.0 ]
     /HWResolution [ 600 600 ]
>> setpagedevice


