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Automating the COI Disclosure 
and Management System

A Case Study

William Sacks, MBA

Vice President

• Move from theoretical to practical
• Overview of the Conflict of Interest Cycle
• Discuss steps involved in COI Disclosure

Automating the COI Process

• Discuss steps involved in COI Disclosure 
and Management 

• Case Study - Academic Medical Center
– Issues and challenges
– Development Process and Design
– Important design elements
– Lessons learned
– Conclusions
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Conflict of Interest Cycle

Implement
Disclose

p
Plan

ReviewReview

Disclose

Plan

• Managing distribution lists

• Mailing or e-mailing questionnaires

Elements of the COI Disclosure Process

• Tracking of outstanding questionnaires 
and follow-up on delinquent ones

• Review of returned questionnaires to 
identify disclosures
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• Classifying disclosures and distributing 
them to appropriate reviewers

• Follow-up on potential conflicts

Elements of the COI Management Process

Follow up on potential conflicts
• Development of management plans
• Ongoing management of management 

plans
• Compiling statistics and generating 

t (i l di IRS 990 i f ti )
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reports (including IRS 990 information)
• Filing disclosures for future reference

Case Study: Academic Medical Center

• Seven Legal Entities (each with its own 
disclos re process)

Issues and Challenges

disclosure process)

• 7,000 Paper questionnaires – manual follow-up

• Overlap and duplication

• Incomplete responses (caused by respondents 
ignoring questions thought to be irrelevant)
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• Too much time chasing paper, not enough 
managing conflicts
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Case Study: Academic Medical Center

• No central database of responses

Issues and Challenges

• Disparate processes for review of disclosures

• Difficulty tracking correspondence between 
respondents and reviewer

• No ability to search or compile information to 
evaluate institutional conflicts
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• New Form 990 requirements added urgency

COI Management System: 
Options Considered

• Building disclosure management system

• Time consuming, would require significant IT 
resources for development and on an ongoingresources for development and on an ongoing 
basis

• Buying and installing a disclosure management 
system

• Nothing on the market met perceived needs

• Customization and maintenance would require 
significant IT resources on an ongoing basissignificant IT resources on an ongoing basis

• Partnering to design and develop a system that would 
then operate in an ASP mode
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COI Management System: 
The Process

• Committee convened by then-President of the 
University Medical Center

• 18 attended first meeting

• Design committee – 6 stakeholders from 
administration, compliance and internal audit

• Met 2-4 times a month for 7 months to design

• Continued to meet weekly during implementationContinued to meet weekly during implementation 
and pilot

• Centralized Collection of Disclosures

• Auto-Emails & Reminders

Design Objectives

Auto Emails & Reminders

• Improved Completeness of Disclosures

• Improved Tracking of the COI Process

• Ease of Use, Especially for Faculty & Physicians

• Improved, Consistent Review Process

10

• Improved Follow-up and Management of 
Personal and Institutional Conflicts

• Improved Documentation at all Stages
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• System had to be flexible and adaptable to other 
uses

Design Objectives

• System Administration had to be user friendly 
(minimal IT involvement)

• Reporting System had to be robust

• Cost was a factor in the short and longer term

COI Management System: 
The Solution

• Automated MYSQL database tool developed in 
partnership with outside vendor

• All development costs borne by vendor

• Contractual commitment to license tool upon 
approval of design, development, and 
acceptance testing

• 7 months to design

• 9 months to program and test
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• Centralized Collection of Disclosures
– Centralized system and database

COI Management System:
Features

Centralized system and database

– Secure single sign-on

– System can create multiple questionnaires or 
automatically direct different questions to individuals 
with different roles in the organization

“My Profile” allows the respondent to confirm or add roles held within the organization. 
Roles determine the questions that appear on the questionnaire.
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• Auto-Emails & Reminders
– Scheduled announcements

COI Management System:
Features

Scheduled announcements

– Automatic reminders of deadlines

– Automated late notices

– Ability to create e-mail templates for easy follow-up
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• Improved Completeness of Disclosures
– Respondents get only appropriate questions based on

COI Management System:
Features

Respondents get only appropriate questions based on 
their role (or roles) within the organization

– All questions must be answered in the affirmative or 
negative

– Questionnaire can not be submitted if incomplete

– Attestation form and electronic signature attest to 
completeness and accuracy of disclosurescompleteness and accuracy of disclosures

– Distributed reporting so departments can take 
responsibility for seeing that disclosures are 
completed
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Questions are grouped into categories. Color coding indicates status of each question 
until the questionnaire is completed and submitted.

• Improved Tracking
– Simple (one-click) reporting can tell:

COI Management System:
Features

Simple (one click) reporting can tell:

• How many questionnaires were distributed

• How many returned

• How many opened

• How many resolved

• How many resulted in management plans

• Etc.
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• Ease of Use, Especially for Faculty & 
Physicians

COI Management System:
Features

y
– Navigation is self explanatory

– Help screens and FAQ’s built in to each question

– Color coding indicates question status

– Respondent can leave and return to questionnaire

– Multi-leveled questions based on responsesq p

– View prior year’s disclosure (at the question level) 
and bring forward responses for easy editing

Each question is presented on its own page. Data is collected in searchable databases.
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• Improved, Centralized Review Process
– Reviewers are assigned based on department and

COI Management System:
Features

Reviewers are assigned based on department and 
roles

– Different questions can be directed to different 
reviewers

– Reviewers are presented with a queue of respondent 
questions to review and resolve

– All review actions are automatically tracked in the

21

– All review actions are automatically tracked in the 
“Review History”

– Outgoing and incoming e-mail is captured and 
retained in the system automatically

Questionnaires are assigned to Reviewers based on Roles and Departments. Reviewers 
log on and see a queue of questions requiring action.
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• Improved Follow-up and Management of 
Personal and Institutional Conflicts

COI Management System:
Features

– Customized list of “Review Actions” 

– Each review action assigned a “Step” number so 
progress can be tracked in the aggregate

– Management plans approved, stored and tracked in 
the system

Reviewers document all review actions. Outgoing and incoming correspondence is 
tracked automatically in the system.
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• Improved Documentation at all Stages
– “Permitted Value” lists correct spelling errors, helping 

COI Management System:
Features

p g , p g
to standardize responses

– Comprehensive database design allows for data 
mining to track individual and institutional conflicts

25

• System had to be flexible and adaptable to 
other uses

COI Management System:
Features

other uses
– Accommodates annual disclosure questionnaire and 

transactional disclosures

– Useful for other survey functions

• Provider exclusion from Medicare or Medicaid

• Faculty surveys
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• System Administration had to be user 
friendly (minimal IT involvement)

COI Management System:
Features

y ( )
– User friendly administrative interface to create:

• Questionnaires
• Email templates
• Review actions

– Easy assignment of reviewers by department and role
– Security Profiles to determine system access

• Reporting System had to be robust
– A series of “one click” reports available

COI Management System:
Features

A series of one click  reports available

– Custom reports can be created “on the fly”

– Database can be exported for manipulation in Excel, 
Access
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• If you plan to do this yourself…

– It’s going to take a lot longer than you think

COI Management System:
Lessons Learned

It s going to take a lot longer than you think

– It is going to take more resources than you 
think

– It is going to be more expensive than you think

• The key to a successful management system is 
not in asking the questions it is in managing thenot in asking the questions, it is in managing the 
responses and the conflicts uncovered by those 
responses

• Assess and document your current process

• Figure out what it is really costing you

COI Management System:
Conclusion

• Figure out what it is really costing you
– Direct labor managing the disclosure process

– Inefficiency – back and forth – how much time does it 
take you to bring ONE conflict to resolution?

– Risk from lack of disclosure or inability to conduct useful 
analysis

• Evaluate alternatives for initial automation or 
enhancing current automation

• Take action
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Questions?Questions? 
Clarifications? 

Reactions?



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.5
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /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 false
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo false
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 100
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 96
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 96
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 1.30
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 10
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 300
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 96
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /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 <<
    /ENU ([Based on '[Smallest File Size]'] Use these settings to create Adobe PDF documents best suited for on-screen display, e-mail, and the Internet.  Created PDF documents can be opened with Acrobat and Adobe Reader 6.0 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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToRGB
      /DestinationProfileName (sRGB IEC61966-2.1)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks true
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing false
      /UntaggedCMYKHandling /UseDocumentProfile
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


