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OverviewOverview
Challenges and RequirementsChallenges and Requirements

Organizational Mindset and ApproachOrganizational Mindset and Approach

Quality & Continuous Improvement Quality & Continuous Improvement -- 7 Steps7 Steps

Measure Your ProgressMeasure Your Progress

Excellence in ImplementationExcellence in Implementation

Take Home MessagesTake Home Messages
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Building an International Building an International 
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ChallengesChallenges
Business Business vsvs. Compliance Mindset. Compliance Mindset

Centralization / DecentralizationCentralization / Decentralization

Business Risks Business Risks -- Different PrioritiesDifferent Priorities

Local Laws Local Laws vsvs. US Laws. US Laws

Political & Economic Differences & RisksPolitical & Economic Differences & Risks

Changing Regulatory & Legal EnvironmentsChanging Regulatory & Legal Environments

Materiality Materiality -- Company / Subsidiary SizeCompany / Subsidiary Size

Cultural & Competitive DifferencesCultural & Competitive Differences

Language DifferencesLanguage Differences



SCHERINGSCHERING--PLOUGH INTERNATIONALPLOUGH INTERNATIONAL

DS-10-25-01/4
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International Compliance International Compliance 
RequirementsRequirements

U.S. Laws U.S. Laws 
U.S. Federal Sentencing GuidelinesU.S. Federal Sentencing Guidelines

Foreign Corrupt Practices ActForeign Corrupt Practices Act

Country & Local LawsCountry & Local Laws

Company PolicyCompany Policy
Company View Company View vsvs. Country View. Country View

Newspaper TestNewspaper Test
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Building an International Building an International 
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Organizational MindsetOrganizational Mindset

Keep Management Out of TroubleKeep Management Out of Trouble

Legal Compliance ProgramLegal Compliance Program

Integrity & ValuesIntegrity & Values

Patient / Employee / Community BenefitsPatient / Employee / Community Benefits
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Organizational MindsetOrganizational Mindset

Business With ComplianceBusiness With ComplianceBusiness Or ComplianceBusiness Or Compliance
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Strategic ApproachStrategic Approach

RESULTS AND
COMPLIANCE

The Goal

#1#1
IntegrityIntegrity
&Values&Values

#2#2
QualityQuality

StandardsStandards

#3#3
EmpowermentEmpowerment

#4#4
ManagementManagement

SystemsSystems

EmployeesEmployees



7 STEPS TO CONTINUOUS QUALITY7 STEPS TO CONTINUOUS QUALITY

InternationalInternational

UPDATE
SOP’S

UPDATE
SOP’S

TRAINING &
TESTING

TRAINING &
TESTING

MANUFACTURING

RESEARCH

FINANCE
AND IT

MARKETING
AND SALES

SELF ASSESSMENTS
& AUDITS

SELF ASSESSMENTSSELF ASSESSMENTS
& AUDITS& AUDITS

DISSEMINATION 
OF SOP’S

DISSEMINATION 
OF SOP’S

CORRECTIVE
ACTIONS

CORRECTIVE
ACTIONS

REPORTINGREPORTING

IDENTIFY AREAS /
RESPONSIBILITIES
IDENTIFY AREAS /
RESPONSIBILITIES
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IDENTIFY AREAS /IDENTIFY AREAS /
RESPONSIBILITIESRESPONSIBILITIES

Business Conduct PolicyBusiness Conduct Policy

Adverse Event ReportingAdverse Event Reporting

Medical and Scientific PracticesMedical and Scientific Practices

Promotional ActivitiesPromotional Activities

Finance PoliciesFinance Policies

Data PrivacyData Privacy

Distribution of SamplesDistribution of Samples

Good Clinical and Laboratory Good Clinical and Laboratory 
PracticesPractices

Antitrust / Pricing / Competition Antitrust / Pricing / Competition 
LawsLaws

ConformanceConformance

AntiAnti--BoycottBoycott

Foreign Corrupt Practices ActForeign Corrupt Practices Act

US Foreign Trade ControlsUS Foreign Trade Controls

AntiAnti--BriberyBribery

Environmental and SafetyEnvironmental and Safety

Good Manufacturing PracticesGood Manufacturing Practices

Employment Law & PoliciesEmployment Law & Policies

Company Confidential Company Confidential 
InformationInformation

Records RetentionRecords Retention

Import/Export Restrictions for Import/Export Restrictions for 
unapproved Drugsunapproved Drugs

Line Management
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Division PresidentDivision President

General ManagersGeneral Managers

HQ Compliance OfficerHQ Compliance Officer

Subsidiary Compliance Subsidiary Compliance 
OfficerOfficer

Local CounselLocal Counsel

Line Area ManagersLine Area Managers
•• MedicalMedical
•• MarketingMarketing
•• FinanceFinance

•• H.R.H.R.
•• ManufacturingManufacturing
•• RegulatoryRegulatory HQ Functional Area Mgrs.HQ Functional Area Mgrs.

•• MedicalMedical
•• MarketingMarketing
•• FinanceFinance
•• H.R.H.R.

•• ManufacturingManufacturing
•• RegulatoryRegulatory
•• LegalLegal

IDENTIFY AREAS /IDENTIFY AREAS /
RESPONSIBILITIESRESPONSIBILITIES
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Compliance OfficerCompliance Officer

Fiduciary Reporting ResponsibilityFiduciary Reporting Responsibility
Assure Effective Compliance ProgramAssure Effective Compliance Program

Work with Line Managers to Understand Status of Work with Line Managers to Understand Status of 
Compliance & Actions Being TakenCompliance & Actions Being Taken

Keep GM updated Regarding Key Issues and Action Keep GM updated Regarding Key Issues and Action 
Steps Required in each Compliance AreaSteps Required in each Compliance Area

Monitor to verify that Business Processes are Monitor to verify that Business Processes are 
Working as DesignedWorking as Designed

Track Corrective Actions Required and ProgressTrack Corrective Actions Required and Progress

IDENTIFY AREAS /IDENTIFY AREAS /
RESPONSIBILITIESRESPONSIBILITIES
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UPDATEUPDATE
SOP’SSOP’S

UPDATE
SOP’S

UPDATEUPDATE
SOP’SSOP’S

SOP’sSOP’s approved and ensure compliance approved and ensure compliance 
with with local lawslocal laws and and corporate policies.corporate policies.

Establish Establish simplesimple framework in which we framework in which we 
conduct businessconduct business

Enable management to make faster decisionsEnable management to make faster decisions

Keep Current Keep Current -- Monitor Changes in the Monitor Changes in the 
LawLaw
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DISSEMINATION DISSEMINATION 
OF SOP’SOF SOP’S

Communicate Communicate SOP’s SOP’s to every employee to every employee 
that needs to know it to do their jobthat needs to know it to do their job

Format must be easily understandable to Format must be easily understandable to 
the reader (language)the reader (language)

EZ Reference GuidesEZ Reference Guides

DISSEMINATION 
OF SOP’S

DISSEMINATION DISSEMINATION 
OF SOP’SOF SOP’S
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TRAINING &TRAINING &
TESTINGTESTING

“How Do You Know Your Employees Understand “How Do You Know Your Employees Understand 
What Is Necessary to Perform Their Jobs?”What Is Necessary to Perform Their Jobs?”

Results of all Testing is Results of all Testing is Measured and DocumentedMeasured and Documented

Utilize Testing to Focus Training Resources        Utilize Testing to Focus Training Resources        
[Time & $][Time & $]

SelfSelf--Development PlansDevelopment Plans vsvs. One Size Fits All . One Size Fits All 
TrainingTraining

TRAINING &
TESTING

TRAINING &TRAINING &
TESTINGTESTING
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TRAINING &TRAINING &
TESTINGTESTING

TRAINING &
TESTING

TRAINING &TRAINING &
TESTINGTESTING

Training & Testing DevelopmentTraining & Testing Development
Training Department, Law Department, 3rd Party, Training Department, Law Department, 3rd Party, 
Line ManagementLine Management

Training SystemsTraining Systems
Integrated Compliance SystemsIntegrated Compliance Systems

EE--TrainingTraining vsvs. Paper based. Paper based

Integrate with Product KnowledgeIntegrate with Product Knowledge
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SELF 
ASSESSMENTS

& AUDITS

SELF SELF 
ASSESSMENTSASSESSMENTS

& AUDITS& AUDITSSELF SELF 
ASSESSMENTSASSESSMENTS

& AUDITS& AUDITS
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Line Managers to General ManagerLine Managers to General Manager
Monthly Executive MeetingsMonthly Executive Meetings

Formal Reports to Division PresidentFormal Reports to Division President
Actions Taken & Next Steps ForwardActions Taken & Next Steps Forward

Participation in Executive Team Staff MeetingsParticipation in Executive Team Staff Meetings

Annual Plan & Progress ReportsAnnual Plan & Progress Reports

REPORTINGREPORTINGREPORTING
REPORTINGREPORTING
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“Visibility”“Visibility” -- Tracking SystemTracking System

Assess Cause Assess Cause -- SOP, Distribution, Training, SOP, Distribution, Training, 
Testing or Employee Disciplinary IssuesTesting or Employee Disciplinary Issues

Eliminates Risk of Repeat FindingsEliminates Risk of Repeat Findings

Assures Continuous ImprovementAssures Continuous Improvement

CORRECTIVECORRECTIVE
ACTIONSACTIONS

CORRECTIVECORRECTIVE
ACTIONSACTIONS
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Measuring QualityMeasuring Quality
“What Gets Measured Gets Done!”“What Gets Measured Gets Done!”

Status Report Status Report -- Identifies GapsIdentifies Gaps
1 Page Per Country1 Page Per Country
Measures Progress by AreaMeasures Progress by Area

ScaleScale
00 Not Started or DocumentedNot Started or Documented
11 < 50% completed or documented< 50% completed or documented
22 > 50% completed but not finished> 50% completed but not finished
33 Completed and DocumentedCompleted and Documented



SCHERINGSCHERING--PLOUGH INTERNATIONALPLOUGH INTERNATIONAL

DS-10-25-01/21

Building an International Building an International 
Compliance ProgramCompliance Program

The Quality IndexThe Quality Index
Country:  Headquarters (DRAFT Example)

I II III IV V VI VII
Functional Identified Updated Training & Self Audits & Corrective Total

Area Responsibility Areas for SOP's SOP's Distributed Testing Assessments Reporting Actions Total Possible

Medical & Scientific Practices Galland 2 1 1 0 0 2 0 6 21

Promotion & Information Cabellero 3 2 2 1 0 2 0 10 21

AE Reporting Cobert 3 3 0 0 0 2 0 8 21

U.S Foreign Trade Controls / DPSS Hunter 2 2 2 2 1 1 0 10 21

Anti-Boycott Hunter 2 2 1 0 0 1 0 6 21

Finance Elli 2 2 1 1 0 2 0 8 21

Competition / Anti-Trust Hunter 2 0 0 0 0 2 0 4 21

Data Privacy Trainor 0 0 0 0 0 2 0 2 21

FCPA / Business Conduct Policy Hunter 3 3 3 3 0 2 0 14 21

Employment Laws / Regulations Botas 3 2 2 1 0 1 0 9 21

GMP Columbeen 2 2 2 2 2 1 0 11 21
 

Conformance Columbeen 2 2 2 2 2 3 0 13 21

Total Score 26 21 16 12 5 21 0 101 252
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QQualityuality CComplianceompliance BBulletinulletin

Schering-Plough International

Implementation & Compliance

&

Background
The FDA recently sent a letter to the CEO of Sanofi  giving him 15 days to respond to FDA’s
finding that the company failed to report a number of serious and unexpected adverse drug
experi ence reports to the FDA within  15 calendar days of initial receipt of t he information.  The
FDA letter reads, in part, as follows:

“In a September 21 warning letter to Sanofi-Synthelabo, the FDA requested that the French drug maker
promptly improve its procedures for reporting adverse events from overseas.  The FDA claimed that Sanofi
failed to submit more than half of the 72 overseas adverse event reports concerning its blood- thinning drug
Plavix within the required 15-day frame.  The delays were discovered during an FDA inspection in August.
Sanofi and Bristol-Myers Squibb co-market the drug. (Health News Daily / Reuters)”

A full copy of FDA letter to the CEO of Sanofi is at
www.fda.gov/foi/warning_letters/g1761d.pdf.

Adverse  Event Reporting Requirements
AE reporting requirements include all Marketed and Investigational drugs,  
biologicals or medical devices. At Schering-Plough, every International subsidiary
has a local SOP for Adverse Event (AE) reporting that is approved by Drug
Safety Surveillance (DSS) and the VP of Medical and Safety Services in Clinical
Research. These local SOP’s for AE reporting include the following:

• All serious AE’s for both ma rketed drugs and post-market ing studies, must be sent to
the subsidiary safety officer generally within 1 or 2 working days depending on the  
local SOP’s.   The timing for non-serious AE’s is more variable as also prescribed by
the local SOP’s.

• All International su bsidiaries mu st collect AE’s from within their territory(ies) and
transmit these to DSS as well as submit AE reports to the lo cal regulatory authorities
as required.

• All International subsidiaries must also transmit AE reports for a licen sed product to
DSS and the licensor/l icensee, as required.

The purpose of this communication is to remind every International subsidiary
that it is imperative that AE reporting requirements are strictly adhered to. AE  
reporting requirements include both marketed drugs as well as all trials,  
IIS’s and medical affairs activities.  This is required to ensure the safety of all  
our patients.  In addit ion, we never want to be asked to respond to a letter like
the one sent to the CEO of Sanofi noted above.

GROUPS FUNCTIONAL AREA
Total SPI Medic al  & Scientific F inance

Europe/Canada Legal Regulatory Affairs

LA/FE Human Resources Marketing & Sal es

Japan Technical Operations

Headquarters
____________________  

Excellence in ImplementationExcellence in Implementation
Sharing ExperiencesSharing Experiences

EE--Mail, Mail, WebsitesWebsites, Training , Training 
Videos, E TrainingVideos, E Training

Communications & BulletinsCommunications & Bulletins
20012001--01: Q & C Bulletins01: Q & C Bulletins

20012001--02: Adverse Events02: Adverse Events

20022002--01: Role & Responsibilities01: Role & Responsibilities

20022002--02: SP Venezuela02: SP Venezuela

20022002--03: Audit Responses03: Audit Responses

20022002--04: Competition Law04: Competition Law

20022002--05: Compliance Committee05: Compliance Committee

Monthly SP CO MeetingsMonthly SP CO Meetings

Adverse Event Reporting - October 15, 2001
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Excellence in ImplementationExcellence in Implementation
Open CommunicationOpen Communication

Company Culture, Trust & ResponsibilityCompany Culture, Trust & Responsibility

Formal Compliance Plan Formal Compliance Plan -- Report to the Report to the 
Board of DirectorsBoard of Directors

Compliance Review Committee Compliance Review Committee 

Company Company HelplinesHelplines & Hot Lines& Hot Lines
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Building an International Building an International 
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Excellence in ImplementationExcellence in Implementation
Employee PerformanceEmployee Performance

Hiring CharacteristicsHiring Characteristics

Disciplinary ActionDisciplinary Action

OrientationOrientation

Daily ReinforcementDaily Reinforcement

Performance AppraisalsPerformance Appraisals
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Excellence in ImplementationExcellence in Implementation
SP VenezuelaSP Venezuela

• Company Value

• Recruitment & Development

• SOP’s

• Open Communication

• Daily Reinforcement

•• Company ValueCompany Value

•• Recruitment & DevelopmentRecruitment & Development

•• SOP’sSOP’s

•• Open CommunicationOpen Communication

•• Daily ReinforcementDaily Reinforcement

• Sales Growth

• Profit Contribution

• Market Share

• Corporate Audit 
Results

•• Sales GrowthSales Growth

•• Profit ContributionProfit Contribution

•• Market ShareMarket Share

•• Corporate Audit Corporate Audit 
ResultsResults

Making it HappenMaking it Happen2001 Results2001 Results
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SummarySummary
Take Home MessagesTake Home Messages

#1#1 Align Program with Strategic Plan Align Program with Strategic Plan --
Image and Role in MarketplaceImage and Role in Marketplace

#2#2 Organizational MindsetOrganizational Mindset
Integrity & Values BasedIntegrity & Values Based
Business with ComplianceBusiness with Compliance
Empowerment with Quality StandardsEmpowerment with Quality Standards

#3#3 Assure Quality & Continuous Assure Quality & Continuous 
Improvement Improvement -- 7 Steps7 Steps

IDENTIFY AREAS /
RESPONSIBILITIES
IDENTIFY AREAS /
RESPONSIBILITIES

UPDATE
SOP’S

UPDATE
SOP’S

TRAINING &
TESTING

TRAINING &
TESTING

MANUFACTURING

RESEARCH

FINANCE
AND IT

MARKETING
AND SALES

SELF ASSESSMENTS
& AUDITS

SELF ASSESSMENTSSELF ASSESSMENTS
& AUDITS& AUDITS

DISSEMINATION 
OF SOP’S

DISSEMINATION 
OF SOP’S

CORRECTIVE
ACTIONS

CORRECTIVE
ACTIONS

REPORTINGREPORTING
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SummarySummary
Take Home MessagesTake Home Messages

#4#4 Assess Quality & Measure ProgressAssess Quality & Measure Progress

#5#5 Excellence in ImplementationExcellence in Implementation
Share, Share & Share Experiences Among Share, Share & Share Experiences Among 
CountriesCountries

Open CommunicationOpen Communication

Employee Recruitment, Development and Employee Recruitment, Development and 
PerformancePerformance

Daily Reinforcement!Daily Reinforcement!Daily Reinforcement!


