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Compliance Program

Overview
e Challenges and Requirements
e Organizational Mindset and Approach
e Quality & Continuous Improvement - 7 Steps
e Measure Your Progress
e Excellence in Implementation

e Take Home Messages
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Challenges

e Business vs. Compliance Mindset

e Centralization / Decentralization

e Business Risks - Different Priorities

e Local Laws vs. US Laws

e Political & Economic Differences & Risks

e Changing Regulatory & Legal Environments
e Materiality - Company / Subsidiary Size

e Cultural & Competitive Differences

e Language Differences
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Compliance Program

International Compliance
Requirements

e US. Laws

» U.S. Federal Sentencing Guidelines

» Foreign Corrupt Practices Act
e Country & Local Laws

e Company Policy

» Company View vs. Country View

e Newspaper Test
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Compliance Program

Organizational Mindset

e Integrity & Values

e Legal Compliance Program

e Patient /| Employee /| Community Benefits

e Keep Management Out of Trouble
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Organizational Mindset
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Employees

Strategic Approach

Building an International
Compliance Program

COMPLIANCE

The Goal

#1
Integrity
&Values RESULTS AND
#2
Quality ~——
Standards
Empowermen
#4
Management

Systems



7 STEFS 'O CONTINUOUS QUALITY

ROADMAR N

IDENTIFY AREAS /
RESPONSIBILITIES

MANUFACTURING

MARKETING
AND SALES

SELF ASSESSMENTS
& AUDITS

S

International
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Compliance Program

IDENTIFY AREAS / _
RESPONSIBILITIES Line Management

e Business Conduct Policy e Anti-Boycott
e Adverse Event Reporting e Foreign Corrupt Practices Act
e Maedical and Scientific Practices e US Foreign Trade Controls
e Promotional Activities e Anti-Bribery
e Finance Policies e Environmental and Safety
e Data Privacy e Good Manufacturing Practices
e Distribution of Samples e Employment Law & Policies
e Good Clinical and Laboratory e Company Confidential
Practices Information
e Antitrust / Pricing / Competition e Records Retention
Laws

e Import/Export Restrictions for
e Conformance unapproved Drugs
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IDENTIFY AREAS /
RESPONSIBILITIES

HQ Compliance Officer

Generalivianagers

Subsidiary Compliance
Officer

CinerArea Managers

o Medicalh s HiRE

s Viarketing s lVianufacturng
» Einance  * Regulatory HQ Functional Area Mgrs.
Medical < Manufacturing
Marketing * Regulatory
Finance -+ Legal
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IDENTIFY AREAS / . i
responsieiLTies | compliance Officer

e Fiduciary Reporting Responsibility
= Assure Effective Compliance Program

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

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

e Monitor to verify that Business Processes are
Working as Designed

e Irack Corrective Actions Required and Progress
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e SOP’s approved and ensure complian
with local laws and corporate policies. \

» Establish simple framework in which we
conduct business

» Enable management to make faster decisions

e Keep Current - Monitor Changes in the
Law
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EMINATION

OF SOP’S
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e Communicate SOP’s to every employee
that needs to know it to do their job

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

» EZ Reference Guides
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Y

e “How Do You Know Your Employees Unders‘t&\
What Is Necessary to Perform Their Jobs?”

e Results of all Testing is Measured and Documented\\

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

e Self-Development Plans vs. One Size Fits All
Training
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e Training & Testing Development

= Training Department, Law Department, 3rd Party,
Line Management
e Training Systems

= |Integrated Compliance Systems
= E-Training vs. Paper based

» Integrate with Product Knowledge
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orporate Audit - Microsoft Internet Explorer provided by Schenng Laboratones
J File Edit “iew Fawvortes Toolz  Help

- > @B [N | QA @ @ B &S

Elach Earnixard Stop Refresh Home Search Favorites  Histom b ail Pritt Edi

J Links @ Best of the “Web @ Charnel Guide @ Custornize Links @ Free Hothd ail @ Interret Stmc

J Address @ D:ATEMPYCorporate Audit. html
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Schering-Plough A\r;‘ - ESS | \FF;‘
sedact another corporale Df) ) A ‘
& audit department SEllE '3“ DIT Nt TR
0 /5 )

§ Gororste Audi Home Page Self-Guided Assessments /

) Self-Guided Assessments

Q Awudit Observation Summaries @ 5GA Index.pdf 20-H

Q Audit Advisories © 5GA User Guide pdf 20- b ay-200

Q ALERT 0 56A-Accounts Pavable pof 30 b ay-2001

) Contact Corporate Audits 0 554-Accounts Recsivable pdf 30-hd ay-2001
0 564 Compliznnce pdf 30-hl ay-2004
0 S5GA-Credit and Collection.pdf 20-hd gy-20014
0 5GA-Disbursement CashCortrol pdf 20-hd gy-20014
© 5GAFixed Assets pdf 20- M ay-2001
) 5GA-Foreign Trade Sanctions.pdf 230-hd 3y-2001
0 564 Invertory pdf 20-M 2y-2001
) SGAIT General Cortrol Ervvironmert.podf 30-hd ay-2001
© 554-1T Frogram Changes pdf 30-hl ay-2004
0 554-Medical & Sciertific pdf 30-hd ay-2001
£ 554 Promation &Infor mation pdf 30-hd ay-2001
© 564-Purchasing.pdf 20-hl 2y-2004
© 5GA-Returned Goods pdf 20- Ml ay-2001
© 564 -Trawel and Ertertainmert.pdf 20-M 2y-2001
0 56A-Use of Consultants pdf 20-M 2y-2001

Corporate Policies and Procedures | Finance Policies | IT Policies and Guidelines ;I

’_ l_ |_§’ ky Computer
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Compliance Program

Self-Guided Assessment: Medical and Scientific Practices

SELF-GUIDED ASSESSMENT QUESTIONS:

- that fair v
that paymes
Are thH payments
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Compliance Program
/
/
REPORTING

/
EPORT I
’/
/

e Line Managers to General Manager

» Monthly Executive Meetings

e Formal Reports to Division President
» Actions Taken & Next Steps Forward

» Participation in Executive Team Staff Meetings

e Annual Plan & Progress Reports
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Building an International
Compliance Program

/
SREomve
ACTI
=g
/
e “‘Visibility” - Tracking Syﬁm

e Assess Cause - SOP, Distmn, Training,
Testing or Employee Discipliné \\lisues

\\\

e Eliminates Risk of Repeat Findings

e Assures Continuous Improvement
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Measuring Quality

o “‘What Gets Measured Gets Done!”

» Status Report - Identifies Gaps

= 1 Page Per Country

w» Measures Progress by Area
Scale

0 Not Started or Documented

1 < 50% completed or documented
2 > 50% completed but not finished

3 Completed and Documented
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The Quality Index

Country: Headquarters (DRAFT Example)

Building an International
Compliance Program

| 1] LI} v Vv Vi Vil
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 K} 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 8 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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Excellence in Implementation
Sharing Experiences

e E-Mail, Websites, Training
Videos, E Training

Adverse Event Reporting - October 15, 2001

* Schering-Plough International

G o
[‘) . QET IT
vality & Compliance ) ulletin QI

u u u
el e Communications & Bulletins
r er to the s -
v Tl 2001-01: Q & C Bullet
ex cp or ¢ FDA within 15 calendar days of 2
FDA letter reads, in part, as follows: ‘ )m» - L] u e I n s

“Ina September 21 waming le S nihelabo, the FDA requesied that the French drug maker
prompily impro e i versas. The FDA claimed that Sanofi
fiiled 10 submit more than half of the 72 overseas advers concerning its blood-thinning drug

Plavix within the 1 15-day frame. The del o during an FDA inspection in August. 0
Gy e e e e - verse kEvents
| |

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

Adverse Event Reporting Requirements u Egm L]

AE reporting requirements include all Marketed and Investigational drugs, 2 2 1 Ll R I R I

biologicals or medical devices. At Schering-Plough, every International subsidiary ))))} I " o e es p o n s I I I I e s
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:

e Allserious AE's for both marketed drugs and post-marketing studies, must be sent to L]
the subsidiary safety officer generally within 1 or 2 working days depending on the ))))» — n e n ez u e a
local SOP’s. The timing for non-serious AE’s is more variable as also prescribed by
the local SOP's.
All International subsidiaries must collect AE’'s from within their temitory(ies) and
transmit these to DSS as wellas submit AE reports to the local regulatory authorities

as required. - '
All International subsidiaries must also transmit AE repotts for a licensed product to )m» - u I e s o n s es
DSS and the licensor/licensee, as required. L]

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.
1IS’s and medical affairs activiti This is required to ensure the safety of all ))))} 2 0 0 2 _0 4 J
our patients. In addition, we never want to be asked to respond fo a letter like [ ]
the one sent to the CEO of Sanofi noted above.

GROUPS FUNCTIONAL AREA

edod tScente 0 _F » 2002-05: Compliance Committee

Europe/Canada Legal Regulatory Affairs
LAFE Human Resources Marketing & Sales
Japan Technical Operations

e Monthly SP CO Meetings

Background

Competition Law
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Compliance Program

Excellence in Implementation
Open Communication

e Company Culture, Trust & Responsibility

e Formal Compliance Plan - Report to the
Board of Directors

e Compliance Review Committee

e Company Helplines & Hot Lines
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Compliance Program

Excellence in Implementation
Employee Performance

Hiring Characteristics

. .

Orientation

.

Daily Reinforcement

L

Performance Appraisals

&4

Disciplinary Action
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Compliance Program

Excellence in Implementation
SP Venezuela

*
Voalaiat¥
* *
2001 Results Making it Happen
- Sales Growth * Company Value
« Profit Contribution * Recruitment & Development
» Market Share - SOP’s
« Corporate Audit * Open Communication
Results - Daily Reinforcement
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Compliance Program
Summary
Take Home Messages

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

#2 Organizational Mindset
= Integrity & Values Based
» Business with Compliance
» Empowerment with Quality Standards

#3 Assure Quality & Continuous
Improvement - 7 Steps
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Compliance Program

Summary
Take Home Messages

#4 Assess Quality & Measure Progress

#5 Excellence in Implementation

» Share, Share & Share Experiences Among
Countries

» Open Communication

» Employee Recruitment, Development and
Performance

Daily Reinforcement!




