Pharmaceutical Sales and Marketing - Compliance

With sales and marketing teams stretching the ability of pharmaceutical companies to assess levels of
compliance with internal policies and external requirements and a recognition of growing issues of
reputation and financial politics, many organisations have sought assistance from
PricewaterhouseCoopers (PwC) to assess their current operating environment and develop
recommendations to enhance controls and mitigate compliance risk.

We provide our clients with a broad range of regulatory
compliance, risk management and performance
improvement services specifically developed to meet the
needs of pharmaceutical and life sciences companies. Some
of our sales and marketing-focussed offerings are:

Compliance Programme Development

Using the firm’s governance, risk and compliance (GRC)
methodology as the foundation, PwC’s compliance
programme development capabilities are focussed primarily
on helping with new programme creation, strategic planning,
globalisation of compliance and risk management functions,
policy development/assessments and consulting services
around organisational design, process improvement, culture
transformation and training.

In addition, PwC has extensive experience in compliance
monitoring and controls design.

Policy and Procedure Review & Integration
Services

PwC utilises a risk-based, top down approach to catalogue
existing policies and procedures, identify gaps, assess
adequacy, recommend best practice and verify that actual
operating practices are consistent with the existing policies
and procedures.

Sales and Marketing Compliance Risk
Assessment

PwC provides expertise to help pharmaceutical and life
sciences companies identify risks related to sales and
marketing activities. PwC offers services geared to
understanding the necessary information about an
organisation’s sales and marketing activities to assess
processes and controls related to core activities
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Key activities reviewed

o Dissemination of Off-Label Information

e Provision of Consulting Services

e Contractual Payments/Arrangements

e Clinical/Research Study and Educational Grants
e Medical Education Programmes

e Professional Service Agreements with Physicians
e Discretionary spending

e Sampling and Free Goods

e Product Trials

e New Industry Marketing Codes

Sales and Marketing Compliance Auditing

PwC is able to leverage its Internal Audit Services expertise
to help pharmaceutical and life sciences companies
specifically identify control gaps related to sales and
marketing activities. PwC will assess a company’s
operations, policies, processes and controls related to
various sales and marketing activities as well as compare
the company’s methodologies and reporting practices with
the pertinent legislation, regulations and PwC'’s industry
experience to highlight potential matters that should be
considered by the company.

Pharmaceutical Samples Management
Compliance

PwC can help pharmaceutical manufacturers navigate the
local country laws and regulations related to ethical drug

About PricewaterhouseCoopers

sampling by developing or reviewing control processes
around a variety of functions including: samples
management compliance and operating policies, procedures
and training programmes; overall risk mitigation and
investigation processes and systems; samples inventory
testing/reconciliation outsourcing; and electronic systems
compliance, design and integration.

Benefits you can realise

eIncreased confidence in span of legal and regulatory
compliance control of field sales operations

eldentification of correctable control and process
weaknesses

«Improved travel and expense data quality, quantity, and
integrity
«Demonstrate compliance programme review efforts

*Business efficiencies

How PricewaterhouseCoopers can help your
organisation?

PwC has extensive knowledge of sales and marketing
operations and best practices with which to mitigate
compliance risk. We rapidly and effectively acquire the
necessary information about an organisation to facilitate a
compliance assessment of major sales and marketing
activities.

PricewaterhouseCoopers’ (PwC) Global Pharmaceutical and Life Sciences Industry Group is dedicated to delivering effective solutions to the complex
business challenges facing pharmaceutical and life sciences companies. A global leader in serving the pharmaceutical and life sciences industry PwC
has extensive experience working with companies on industry-specific strategic, operational, and financial issues. Our expertise includes assurance, tax
and advisory services, as well as specialised capabilities in regulatory compliance, risk management, performance improvement and transaction support.
In helping our clients, we draw on the full knowledge and skills of PwC's professionals. More than 155,000 people in 153 countries connect their thinking,
experience and solutions to build public trust and enhance value for clients and their stakeholders.

© 2009 PricewaterhouseCoopers. All rights reserved. “PricewaterhouseCoopers” refers to the network of member firms of PricewaterhouseCoopers International Limited, each of which is a separate and

independent legal entity.

Contacts:

Simon Friend

Partner
simon.d.friend@uk.pwc.com
+ 44 (20) 7213 4875

Evelyne Lemaire

Director
evelyn.lemaire@uk.pwc.com
+44 (20) 7212 4871

Jeffrey Rosenbaum
Director

jeffrey.rosenbaum@us.pwc.com

+1 (213) 217 3267

www.pwc.com/pharma
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