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Automating the COI Process

* Move from theoretical to practical
« Overview of the Conflict of Interest Cycle

« 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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Elements of the COIl Disclosure Process

« Managing distribution lists
« Mailing or e-mailing questionnaires

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

* Review of returned questionnaires to
identify disclosures
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Elements of the COl Management Process

« Classifying disclosures and distributing
them to appropriate reviewers

* Follow-up on potential conflicts
« Development of management plans

« Ongoing management of management
plans

« Compiling statistics and generating
reports (including IRS 990 information)

» Filing disclosures for future reference
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Case Study: Academic Medical Center
Issues and Challenges
* Seven Legal Entities (each with its own
disclosure process)
« 7,000 Paper questionnaires — manual follow-up
» Overlap and duplication

* Incomplete responses (caused by respondents
ignoring questions thought to be irrelevant)

« Too much time chasing paper, not enough
managing conflicts
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Case Study: Academic Medical Center

Issues and Challenges

* No central database of responses
» Disparate processes for review of disclosures

« Difficulty tracking correspondence between
respondents and reviewer

* No ability to search or compile information to
evaluate institutional conflicts

* New Form 990 requirements added urgency
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COIl Management System:
Options Considered

+ Building disclosure management system

» Time consuming, would require significant IT
resources 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 basis

» Partnering to design and develop a system that would
then operate in an ASP mode
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COIl 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 implementation
and pilot
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Design Objectives

Centralized Collection of Disclosures
Auto-Emails & Reminders

Improved Completeness of Disclosures
Improved Tracking of the COIl Process

Ease of Use, Especially for Faculty & Physicians
Improved, Consistent Review Process

Improved Follow-up and Management of
Personal and Institutional Conflicts

Improved Documentation at all Stages
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Design Objectives

System had to be flexible and adaptable to other
uses

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
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COIl 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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COIl Management System:
Features

» Centralized Collection of Disclosures
— 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
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“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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COIl Management System:
Features

» Auto-Emails & Reminders
— Scheduled announcements
— Automatic reminders of deadlines
— Automated late notices
— Ability to create e-mail templates for easy follow-up
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COIl Management System:
Features

» Improved Completeness of Disclosures

— 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 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.
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COIl Management System:

Features

* Improved Tracking
— 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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COIl Management System:
Features

» Ease of Use, Especially for Faculty &
Physicians
— 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 responses

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

hces

Exparts in Healthcans Loarmsing

Each question is presented on its own page. Data is collected in searchable databases.
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COIl Management System:
Features

» Improved, Centralized Review Process

— 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
‘Review History”

— Outgoing and incoming e-mail is captured and
retained in the system automatically
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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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COIl Management System:
Features

 Improved Follow-up and Management of
Personal and Institutional Conflicts
— 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
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Reviewers document all review actions. Outgoing and incoming correspondence is
tracked automatically in the system.
- ot o
_ impd e by
et e T A ) Rroim b
M | by wyporeed leme 30 Lromy
Vil R
W A TR F—
Rervirare T et e i - TES0004 1 B
= lrerwy atoon Trpw 1 Cpaam
L Y — 4
gt
L
b Uizh
Rl
Py Tew 0
el iy - v By | oyl Lichlite
ot TacTg
. o b Bt e ko [ mpbe; By
[ ] s = -
B bt 1 o T by - (]
b | g
ReITH
it |
N Save Canoel Rese
s Conputer 2

12



COIl Management System:
Features

* Improved Documentation at all Stages

— “Permitted Value” lists correct spelling errors, helping
to standardize responses

— Comprehensive database design allows for data
mining to track individual and institutional conflicts
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COIl Management System:
Features

« System had to be flexible and adaptable to
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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COIl Management System:
Features

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

— 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
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COIl Management System:
Features

* Reporting System had to be robust
— 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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COIl Management System:
Lessons Learned

* If you plan to do this yourself...
— 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 the
responses and the conflicts uncovered by those
responses
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COIl Management System:
Conclusion

« Assess and document your current process

» 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
hces
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Questions?
Clarifications?
Reactions?
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