Helping Companies Grow
Sustainable Integrity
WCG has the breadth
& depth in life sciences

Growth in Life Sciences
Is A Tricky Business

Source : PwC, 19th Annual Global CEO Survey

“

96% – of pharma executives

say their companies have plans to
collaborate with strategic partners
over the next three years.

”

~PwC, Managing Innovation in Pharma

Growing Sustainable
Integrity Is Essential
▪▪

Compliance Programs are no longer
“optional,” but essential for success.

▪▪

The speed of regulatory change mirrors
the speed of technological change with the
failure to keep up being disastrous.

▪▪

▪▪

▪▪

Olympus Corporation of America paid
$646M to resolve multiple regulatory and
compliance issues.

The challenge is to create a program that is
effective, but ”fits” each company’s unique
needs.
▪▪

▪▪

▪▪

Section 6401 of the Affordable Care Act
requires a “provider of medical or other
items or services or supplier within a
particular industry sector or category” to
establish a compliance program.

Corporate Integrity Agreements no longer
represent the “gold standard” for an
effective compliance program.
Most companies cannot afford large-scale
compliance operations, but rather must
strategically partner.

Sustainable integrity is about creating an
effective ethics and compliance program
without distracting from the overall
objective of providing life-saving products
to patients.

Industry Focus
MED DEVICE
▪▪
▪▪
▪▪
▪▪
▪▪

Designed, implemented and ran the Corporate
Compliance Program for Fortune 1000 company
subject to a Corporate plea agreement
Designed and ran the Regulatory Compliance audit
program for Fortune 1000 company
Handled internal investigation and document
production for East Coast device manufacturer under
DOJ investigation
Designed and implemented a Sunshine Act
transparency program for West Coast device
manufacturer
Designed and implemented a Sunshine Act
transparency program for East Coast diagnostics
manufacturer

COMMERCIAL PHARMA
▪▪
▪▪
▪▪
▪▪
▪▪

Designed, implemented and ran the Corporate
Compliance Program for Fortune 500 company’s North
American commercial operations
Developed a specialty pharmacy contracting process
for a large global pharmaceutical company
Provided global support for large global generics
company’s compliance auditing and third party due
diligence programs
Provided CIA compliance monitoring support for
Fortune 500 pharmaceutical company
Conducted a Sunshine Act post-implementation review
for West Coast specialty pharmaceutical manufacturer

R&D
▪▪

▪▪
▪▪
▪▪
▪▪

Designed, implemented and ran the Corporate
Compliance Program for Fortune 500 pharmaceutical
company’s global Research & Development function
including systems for the acquisition, tracking, use and
disposal of human biological sample and conducting
compliance due diligence with strategic partners and
other R&D alliances
Helped design and implement a voluntary research
payments disclosure program.
Designed a global Medical Affairs function for a large
life sciences company with pharmaceutical, medical
device and OTC franchises
Conducted numerous investigations involving data
integrity, clinical trial fraud and other malfeasance.
Ran Aggregate Spend remediation project for the
US R&D function of a large, global pharmaceutical
manufacturer
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Specific Tasks

HCP & HCI Payment Controls include
Sunshine Act & Transparency Programs

Addressing requirements of CIAs
and consent decrees

Medical Affairs, Med Info, MSL & Data
Integrity Controls

Dr. Seth Whitelaw

President & CEO
Whitelaw Compliance Group, LLC.

swhitelaw@whitelawcompliance.com
215.275.1556

Dr. Whitelaw has more than 20 years of industry
experience in the life sciences and health care
sectors, as an attorney, compliance officer and
consultant. His career has focused on food and drug
law and corporate governance, as well as designing
and running compliance programs within medical
devices, pharmaceutical sales, and marketing and
pharmaceutical R&D. He is a licensed food and drug
attorney, with a doctorate in Health Law.

A former Food and Drug Law Institute (FDLI) fellow, Dr.
Whitelaw worked for the FDA’s Office of Chief Counsel.
As a result of Bard’s corporate plea in the case of U.S.
v. C.R. Bard, Inc., Dr. Whitelaw served as the company’s
chief compliance officer. Dr. Whitelaw also served as
the compliance officer for SmithKline Beecham’s North
American commercial operations and GlaxoSmithKline
R&D. In his various roles, Dr. Whitelaw has conducted
and overseen numerous internal fraud and FCPA
investigations both domestically and internationally
involving a variety of third parties including
distributors, wholesalers, clinical trial sites, and
individual physician practices.
While at Deloitte, Dr. Whitelaw advised pharmaceutical
and medical technology companies on their compliance
and internal audit programs on a global basis. This
support included compliance audits, risk assessments
and third party management programs in addition to
anti-bribery/anti-corruption (ABAC) issues.
In addition to leading WCG, Dr. Whitelaw also serves
as Editor of the Life Science Compliance Update, a
monthly publication providing comprehensive, upto-date compliance information for pharmaceutical,
biotechnology, and device manufacturers.
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