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MINI-SUMMIT VII

THE EVOLUTION OF RISK ASSESSMENT 

AND USING RISK ASSESSMENT TO DESIGN 

COMPLIANCE PROGRAMS
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OIG Seven Elements (2003)

1. Policies & Procedures

2. Compliance Officer / Committee

3. Training

4. Communication

5. Auditing & Monitoring

6. Disciplinary Guidelines

7. Corrective Action

ELEMENTS OF AN EFFECTIVE COMPLIANCE PROGRAM

DOJ Guidance (2017)

1. Analysis & Remediation of Misconduct

2. Senior & Middle Management

3. Autonomy & Resources

4. Policies & Procedures

5. Risk Assessment

6. Training & Communication

7. Confidential Reporting & Investigations

8. Incentives & Disciplinary Measures

9. Continuous Improvement, periodic 

Testing & Review

10. Third Party Management

11. Mergers & Acquisitions
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COMPLIANCE ASSESSMENT AND RISK EVALUATION

Proven propriety risk assessment methodology

Evaluates, quantifies, and prioritizes risk by 
involving stakeholders across the organization

Feeds auditing and monitoring plan

Accepted next-gen risk assessment process by 
the Office of Inspector General
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CARE RESULTS
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ONE COMPANY’S RISK MEASUREMENT EVOLUTION

Risk Management in 2010
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ONE COMPANY’S RISK MEASUREMENT EVOLUTION

CONFIDENTIAL

HCPs/HCO
PROMOTIONAL & NON-PROMOTIONAL                          

Business Meetings (Sales calls/detailing, Meals, etc.)

Promotional Materials (including Web, Print, Social Media)

Sponsorships, Exhibits/Displays

Educational or Medical Utility Items

UCB Organized Activities (Speaker Programs, Disease Awareness Programs)

Discounts/Rebates/Coupon Programs

Direct to Consumer ("DTC") Promotion

Cultural Acknowledgement Items/Gifts

Educational Grants/Charitable Donations

Engagement for Services (Advisory Boards, Preceptorships, Publications, Market Research)

Samples

Medical Information Requests

Clinical/Medical Activities (Clinical Research, Investigator Meetings, Investigator Initiated Studies)

Support for Attendance at 3rd Party Educational Events/Congresses

Patients/Patient Organizations
Patient Assistance Programs (No Charge or Reduced Charge Product)

Patient Education Programs/Support of Events, e.g. Walk for Cure, etc. 

Patient Consultants (Speakers, Ad Boards, Ambassador)

Public Officials (Non-HCP)
Political Contributions/Lobbying

Sales Promotion to Government Officials

Consulting Services by Government Officials

Customs Officials Interactions

Third Parties
Co-Promotion/Collaborations

Payor Interactions

Wholesaler/Distributor Engagement

Travel/Event Organizers/Regulatory Agencies

Risk Management in 2018
CONFIDENTIAL

GENERAL INFORMATION

Affiliate Name:
Country:
Compliance Personnel Completing Risk Mapping  Tool:

Number of Months/Years Compliance Personnel in Role:

Languages used in Affilate to conduct Business:

BUSINESS MODEL AND OPERATIONS
Affiliate Legal Structure (fully owned, joint-venture)

What is the Nature of Major Operations in Affiliate ( R&D, Manufacturing, and/or Sales)

Are there multiple locations and/or countries within operations of one Affiliate? If yes, list the locations 

and what each facility does.  

Is the Affiliatecustomer base made up of Public, Private or both Public and Private? 

Summary of your Affiliates route(s) to market (include employees and/or third parties representing UCB)

What is your Affiliate's annual sales (in Euro)

What is the number of Affilate employees including  CFE (Customer-Facing Employees)

What is the number of CFE (Customer-Facing Employees) out-sourced, if known

Does your Affiliate utilize third party Sales Agents to promote products? If yes, how many Sales Agents?

Does your Affiliate utilize Distributors in the promotion/sales of products? If yes, how many Distributors?


