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Nowadays, you want to speed up clinical de-
velopment and maintain even more stringent
safety regulations all while staying within your
budget. To understand more about the latter,
I spoke with Tim Hoos, senior director of busi-
ness operations for Astellas Pharma Global De-
velopment, a U.S.-based affiliate of Astellas
Pharma Inc., Japan’s second largest pharma-
ceutical company and ranked within the top
20 in the global market. Hoos is in charge of a
finance group at Astellas that was charged with
finding a standardized method of developing
study budgets that could be used in a phar-
maceutical environment. The group was also
working with CROs on developing milestone

payment schedules that would recognize a
cash-neutral position for both the sponsor and
the CRO. 

“As the number of studies and the complex-
ity of the budgeting process increased, the
tools that served us well in the past didn’t scale
as well as we had hoped,” Hoos explains. “It
became a burden to ensure that all of our
Excel macros were working and that there
were no transcription or calculation errors in
the spreadsheets that we used. This ‘validation’
of the use of software and the possibility that
someone could inadvertently cause a major
miscalculation or wipe out a file was too much
of a burden.” 

NO MORE GUESSTIMATING 
The problem at Astellas was probably the same
one many pharmaceutical companies still face.
The solution was simple in concept, but more
difficult in execution. Namely, they wanted to
develop standardized costs for routine activi-
ties (e.g. study reports, NDA [new drug appli-
cation] submissions) and have the functional
groups focus on the activities and apply the
new standardized costs to these activities. Uti-
lizing this methodology would allow the fi-
nance group to identify causes of cost
variances and would take the guesswork out
of budgeting. “This was a very difficult concept
to implement because the functional groups

A few years ago, I bet a lot of pharma-
ceutical companies felt they were
being cost-conscious when it came to
drug development. They probably
thought their processes and opera-

tions were as streamlined and efficient as possible. But
we all know now that this industry has changed, and
with that change has come a higher set of expectations
regarding expenses and efficiencies — especially when
it comes to drug development. 
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found it simpler to just manage a total budget
number rather than the specific costs of activi-
ties that make up a study,” Hoos explains. 

To articulate this problem, he gave the example
of what often happens when a pharmaceutical
company first contacts a CRO for an estimate on
a clinical study. Typically, the pharma company
provides only a high-level description of the
study. Based on this limited information, the
CRO provides an estimate, and the clinical per-
son in charge of the study also develops a gen-
eral estimate for extraneous other costs such as
meetings, labs, etc. Thus, the functional groups
manage the study within the constraints of that
single, all-inclusive, and generalized budget
number. 

GOODBYE EXCEL SPREADSHEETS
At Astellas, Hoos and his three-person finance
team knew the change management portion
of this project was going to be substantial, but
they first needed to find a better solution for

budgeting other than the Excel
spreadsheets. Ultimately they chose
the ClearTrial PLAN (Software-as-a-
Service [SaaS]) application from
ClearTrial, a provider of clinical trial
operations (CTO) software. “Clear-
Trial is the only software we found
that addressed the issues we were at-
tempting to tackle alone through
spreadsheets,” says Hoos.  

The ClearTrial PLAN application
generates multiple clinical develop-
ment strategies based on clinical as-
sumptions that are entered, allowing

companies to determine the scenario that
best meets the business goals of the company.
The software then generates accurate fore-
casts for costs, resources, and timelines at the
study or portfolio level. Hoos says the follow-
ing were some key features that led to Astellas
choosing this solution:

● Analyzes monthly cash flow, monthly 
man hours, and milestones

● Allows budget building from activities
● Allows for negotiated rates
● Determines internal and external costs
● Takes into account study conduct,

therapeutic area, and specific country
information

● Allows for the adjustment of calculated 
costs (with comments)

GAINING ACCEPTANCE
The finance group at Astellas acted as project
managers collecting project costs and com-
paring them to actual costs. The group also

surveyed the contributing functions (e.g.
medical writing, clinical trials materials, etc.)
for activities that would result in costs that
should reside within that particular budget.
Two days of in-house training on the Clear-
Trial application consisted of teaching the fi-
nance group all of the characteristics and
functions within the software. But as Hoos
had anticipated, that was the easy part of this
project.

“We knew the most challenging aspect of
this project would be gaining acceptance
from the other staff,” he says. “To do so, we
performed comparisons of completed trials to
what the ClearTrial system would have pre-
dicted as the total budgets. In all of these
tests, the ClearTrial estimate came within 5%
of our actual costs. I believe that it is so accu-
rate because it asks you more questions than
you would normally ask yourself when trying
to determine a budget.” 

For Astellas, the ClearTrial application is
being used with clinical trials in Phases 2
through 4. In the future, Hoos would like to
be able to use the application in Phase 1 trials
and also take advantage of the software's ca-
pability to consolidate budgets into projects
and projects into portfolios. 

Accurately budgeting for clinical trials is a
tricky proposition. A myriad of problems,
from unexpected toxicity issues to regulatory
holdups, can delay the process, which leads
to two things: medicine not getting to pa-
tients quickly and less profit for the pharma-
ceutical company. I’m guessing you want
neither to happen. 
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The ClearTrial PLAN software provides detailed monthly budget forecasts for outsourced as
well as internal costs.

+1 630.986.9800 | info@cleartrial.com | cleartrial.com

1-27147320.qxd:Layout 1  12/14/09  2:17 PM  Page 2

www.theygsgroup.com/reprints


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


	Button9: 


