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Postmarketing Studies Can Be Entree to Research
B Y  M A RY  E L L E N  S C H N E I D E R

Ne w York Bureau

DA L L A S —  Becoming an investigator for
a phase IV postmarketing study can be a
good starting place for dermatologists in-
terested in clinical research, Dr. Fran E.
Cook-Bolden told attendees at the annu-
al meeting of the National Medical Asso-
ciation. 

But there is a lot expected of physicians
who conduct these studies, from allocat-

ing secure storage space to hiring research
staff, said Dr. Cook-Bolden of the de-
partment of dermatology at Columbia
University. 

Dr. Cook-Bolden has a private derma-
tology practice in New York City and is
active as well in conducting research for
a number of different drug and device
companies.

“You really need to enjoy clinical re-
search,” she said. “It’s really more than just
a notion.” 

Phase IV studies are postmarketing
studies that allow researchers to delineate
additional information about drugs or
devices that have already been approved
by the Food and Drug Administration,
she said. 

“It is an opportunity to talk [about] ad-
ditional risks, benefits, or optimal use of
the drug,” Dr. Cook-Bolden said. 

A phase IV study, for example, might ex-
amine different doses, schedules of ad-
ministration, different patient populations,

or use of the therapy for different stages
of disease. 

These studies can be initiated by the
drug or device sponsor, but also by physi-
cians, Dr. Cook-Bolden said. 

If dermatologists are having success
among their patients with an off-label
use of a drug, that might be something
worth investigating in a study, she said
at the meeting. 

When pitching an idea for a trial to in-
dustry, physicians need to provide the
drug or device sponsor with a detailed
protocol proposal that includes the back-
ground, the rationale for the study, the
objective, the design and methodology,
the statistical considerations, and the or-
ganization of the study. And the propos-
al should include references. “Industry
needs to know that you’ve done your re-
search,” she said. 

Companies will also want to know
about the physi-
cian’s previous
experience as a
principal inves-
tigator and
their track
record in re-
cruiting and re-
taining patients
for a study.
There is cur-
rently a lot of
competition to
conduct clinical
research, she

said.
Availability of staff for the clinical

study is another key consideration. This
type of research can’t be done by a physi-
cian alone, Dr. Cook-Bolden said. Phase
IV studies generally require a physician
subinvestigator and a research coordina-
tor in addition to the principal investiga-
tor. A pharmacist, a specialist in regula-
tory documentation, and a nurse are also
helpful. 

Conducting a research study also re-
quires setting aside some secure storage
space. Physicians will need to have locked
cabinets to safely store confidential study
materials in their offices, and secure, cli-
mate-controlled storage for drugs, Dr.
Cook-Bolden said. And while it’s not es-
sential to set aside clinical exam space for
the research, physicians who do a number
of studies may find it useful to do so, she
said.

Dr. Cook-Bolden said she conducts clin-
ical research because it puts her on the
“cutting edge” and allows her to have
more input on study design. It can also be
opportunity to reach out to patients who
can’t get health care, she said. 

But physicians shouldn’t embark on clin-
ical research as a way to get rich, Dr. Cook-
Bolden said. Drug and device sponsors
generally pay physicians for the time spent
in study activities and cover some over-
head, but physicians are still responsible for
paying their own research staff and paying
the rent for space used in the study. 

It generally doesn’t make financial sense
to conduct just one study, but physicians
who are active in clinical research can be
successful, she said. ■

Clinical research
gives a physician
more input on
study design and
an opportunity to
reach out to
patients who
can’t get health
care.

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 ] PointCOMPRESSION ----------------------------------------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: Low     Bits Per Pixel: As Original BitGrayscale 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: Low     Bits Per Pixel: As Original BitMonochrome 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 15 /K -1 /Rows 64 >>     Anti-Alias To Gray: No     Compress Text and Line Art: YesFONTS ----------------------------------------     Embed All Fonts: Yes     Subset Embedded Fonts: Yes     Subset When Percent Of Characters Used is Less: 100 %     When Embedding Fails: Warn and ContinueEmbedding:     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: DefaultWorking Spaces:     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain     RGB ICC Profile: sRGB IEC61966-2.1     CMYK ICC Profile: U.S. Web Coated (SWOP) v2Device-Dependent Data:     Preserve Overprint Settings: No     Preserve Under Color Removal and Black Generation: No     Transfer Functions: Preserve     Preserve Halftone Information: YesADVANCED ----------------------------------------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: NoDocument 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: NoOTHERS ----------------------------------------     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 IEC61966-2.1END OF REPORT ----------------------------------------IMPRESSED GmbHBahrenfelder Chaussee 4922761 Hamburg, GermanyTel. +49 40 897189-0Fax +49 40 897189-71Email: info@impressed.deWeb: 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 15 /K -1 /Rows 64 >>     /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 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /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 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /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


