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Legislative and Regulatory Environment

• Hatch-Waxman act 1984
• PDUFA 1992
• Canadian drug re-importation
• Medicare/Medicaid pricing- state and federal
• FDA compliance
• Sales and Marketing practices 
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Compliance Impact to Value -Case Study

• Compliance with Good Manufacturing 
Practices – FDA

• Sales and Marketing practices –
State Attorneys General
Department of Justice
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Companies with significant regulatory 
and compliance issues in recent years

Wyeth
Eli Lilly
Schering Plough
Abbott Laboratories (non-covered)
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Lilly reports reaching a level of current 
Good Manufacturing Practices compliance.

Source: Yahoo Finance

Lilly announces 
GMP progress
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Economic Considerations

• Operating Earnings
• Balance sheet 
• Market value
• Competitive position
• Opportunity costs (Alza bid, Future value, cost of capital)
• Goodwill – stakeholders – physicians, patients
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ABT Revenues by Category 1997-2002

Source: Company Reports
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Margins Impact

Abbott Laboratories Gross Margin 1993-2002
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Balance Sheet Impact

• Fines
1999 FDA $100 million
2001 50% of the $875 million fine relating to illegal sales and 
marketing practices for Lupron (Takeda incurred the balance).
2003 $600 million in criminal and civil penalties related to its 

Ross Division’s CG nutritional business.
• Changes in debt levels/debt ratings 
• Shareholder’s equity
• Cap Ex
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Debt levels for ABT 1997-2003
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ABT Shareholder Equity 1997-2003
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$-

$2,000

$4,000

$6,000

$8,000

$10,000

$12,000

$14,000

S
ep

-9
7

D
ec

-9
7

M
ar

-9
8

Ju
n-

98

S
ep

-9
8

D
ec

-9
8

M
ar

-9
9

Ju
n-

99

S
ep

-9
9

D
ec

-9
9

M
ar

-0
0

Ju
n-

00

S
ep

-0
0

D
ec

-0
0

M
ar

-0
1

Ju
n-

01

S
ep

-0
1

D
ec

-0
1

M
ar

-0
2

Ju
n-

02

S
ep

-0
2

D
ec

-0
2

M
ar

-0
3

Ju
n-

03

Source: Company Reports & FBR estimates

Millions



An Analyst’s View of the Implications of Regulatory Compliance to Value.
November 13, 2003
Page 13

F     R     I     E     D     M     A     N        B     I     L L     I     N     G     S         R     A     M     S     E Y ®

L  e  a  d  e  r  s     i  n    I  n  n  o  v  a  t  i  v  e    C  a  p  i  t  a  l    M  a  r  k  e  t  s    S  o  l  u  t  i  o  n  s

ABT Cap Ex

Capital Expenditure (millions $)
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FDA injunction halts distribution of certain diagnostic products

Source: Company Reports, FactSet & FBR estimates
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Regulatory compliance and stock price
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ABT Stock Price Action

• Share price on 1/99 was $49.00, it ended the 
year at $35.50 (12/99), a 28% drop.

• The company lost $21 billion (one third) in 
market cap between the beginning of 1999 
and the end of 1999.



An Analyst’s View of the Implications of Regulatory Compliance to Value.
November 13, 2003
Page 17

F     R     I     E     D     M     A     N        B     I     L L     I     N     G     S         R     A     M     S     E Y ®

L  e  a  d  e  r  s     i  n    I  n  n  o  v  a  t  i  v  e    C  a  p  i  t  a  l    M  a  r  k  e  t  s    S  o  l  u  t  i  o  n  s

Dynamics of in-vitro diagnostics market 1999 and now.

Source: Company Reports & FBR estimates
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Opportunity Costs 

• Measurable 
Alza deal falls through
Stock currency (Knoll acquisition cash deal)
Cost of debt
P/E multiple discount

• Goodwill
FDA relationship
Physician Letters
Patients
Employees
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Summary

• Immediate loss of value; creates medium to long-term barriers.
• Credibility
• Management assessment critical to Wall St. (we start our 

analysis with management quality, ability to execute, track 
record). 

• Distraction to management.
• Post Enron era exacerbates the issues (multiple issues makes 

the situation worse).
• Recoverability? Management change may be necessary if 

credibility is lost.
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Disclaimer

• Friedman, Billings, Ramsey Inc. conducts equity research on Wyeth (WYE), Schering-Plough (SGP) and 
Eli Lilly (LLY).

• Friedman, Billings, Ramsey Inc. does not currently  conduct equity research on Abbott Laboratories (ABT).

• The analyst(s) responsible for this research report has received and is eligible to receive compensation, including bonus 
compensation, based on Friedman, Billings, Ramsey & Co. Inc.'s ("FBRC") overall operating revenues, including revenues 
generated by FBRC’s investment banking department. 

• Our brokers and analysts may make recommendations to their clients and our affiliates may make investment decisions that 
are contrary to the recommendations contained in a research report. Such recommendations or investment decisions would be 
based on the particular investment strategies, risk tolerances and other investment factors particular to a client or an affiliate. 

• In the normal course of its business, FBRC seeks to perform investment banking and other services for various companies 
and to receive compensation in connection with such services. As such, investors should assume that FBRC intends to seek 
investment banking or other business relationships with the companies.

• Additional information on the securities mentioned in this report is available upon request. The information concerning the 
relationship of FBRC and the assigned analyst(s) to this issuer is accurate. Because of individual client objectives, the report 
should not be construed as advice designed to meet the particular investment needs of any investor. Any opinions expressed 
herein are subject to change. The report is not to be construed as an offer or the solicitation of an offer to buy or sell the 
securities herein mentioned. From time to time, FBRC, its affiliated entities and their respective directors, officers, 
employees or members of their immediate families may have a long or short position in the securities mentioned in this 
report. These securities may be sold to or purchased from customers or others by FBRC acting as principal or agent. This 
publication has been issued and approved by FBRC under a compliance routine approved by Friedman, Billings, Ramsey, 
International Ltd., its UK FSA Regulated affiliate, for distribution to UK and European non-private clients.

• Commentary regarding the future direction of financial markets is illustrative and is not intended to predict actual results, 
which may differ substantially from the opinions expressed herein. References to “median”, “consensus”, “street”, etc., 
estimates of economic data refer to the median estimate of economists polled by Bloomberg L.P.


