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PART 1
Item 1. Business.

Merck & Co., Inc. ( Merck orthe Company ) is a global research-driven pharmaceutical company that discovers,
develops, manufactures and markets a broad range of innovative products to improve human and animal health. The
Company s operations are principally managed on a products basis and are comprised of two reportable segments: the
Pharmaceutical segment and the Vaccines and Infectious Diseases segment. The Pharmaceutical segment includes
human health pharmaceutical products marketed either directly by Merck or through joint ventures. These products
consist of therapeutic and preventive agents, sold by prescription, for the treatment of human disorders. Merck sells
these human health pharmaceutical products primarily to drug wholesalers and retailers, hospitals, government
agencies and managed health care providers such as health maintenance organizations, pharmacy benefit managers
and other institutions. The Vaccines and Infectious Diseases segment includes human health vaccine and infectious
disease products marketed either directly by Merck or, in the case of vaccines, also through a joint venture. Vaccine
products consist of preventative pediatric, adolescent and adult vaccines, primarily administered at physician offices.
Merck sells these human health vaccines primarily to physicians, wholesalers, physician distributors and government
entities. Infectious disease products consist of therapeutic agents for the treatment of infection sold primarily to drug
wholesalers and retailers, hospitals and government agencies. The Company s professional representatives
communicate the effectiveness, safety and value of its pharmaceutical and vaccine products to health care
professionals in private practice, group practices and managed care organizations.

For financial information and other information about the Pharmaceutical segment and the Vaccines and Infectious
Diseases segment, see Item 7. Management s Discussion and Analysis of Financial Condition and Results of
Operations and Item 8. Financial Statements and Supplementary Data below.

Overview During 2008, the Company continued to address business challenges in the midst of an evolving
pharmaceutical industry environment. Revenue declined by 1% in 2008 driven largely by lower sales of Fosamax
(alendronate sodium) for the treatment and prevention of osteoporosis. Fosamax and Fosamax Plus D (alendronate
sodium/cholecalciferol) lost market exclusivity for substantially all formulations in the United States in February 2008
and April 2008, respectively, and as a result the Company is experiencing a significant decline in sales in the United
States within the Fosamax franchise. Also contributing to the decline were lower sales of Zocor (simvastatin), the
Company s statin for modifying cholesterol which lost U.S. market exclusivity in 2006. Partially offsetting these
declines were higher sales of Januvia (sitagliptin phosphate) and Janumet (sitagliptin phosphate and metformin
hydrochloride) for the treatment of type 2 diabetes and Isentress (raltegravir), an antiretroviral therapy for the
treatment of HIV infection.

To address the business and industry challenges that Merck faces, the Company remains focused on innovation and
customer value in order to drive the growth of its business and help position Merck for future success.

The Company has made significant progress with re-engineering its operations through research and development
initiatives, the roll-out of a new commercial model and the continuation of Merck s supply strategy. These activities
should enable the Company to optimize its product portfolio and invest in growth opportunities, such as emerging
markets, Merck BioVentures and business development.

Merck continues its efforts to diversify the Company s scientific portfolio both through internal programs and external

research collaborations. The Company is focused on developing novel, best-in-class or follow-on treatments for
patients in primary care, specialty care, and hospital settings. Additionally, Merck Research Laboratories is pursuing a
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portfolio of treatment modalities that not only includes small molecules and vaccines, but also biologics, peptides and
RNA interference ( RNAi ). Further, Merck is moving to diversify its portfolio by creating a new division, Merck
BioVentures, which leverages a unique technology platform for both follow-on and novel biologics.

The Company has numerous active clinical programs across the Company s major research franchises: bone,
respiratory, immunology and endocrine; cardiovascular; diabetes and obesity; infectious diseases; neuroscience;

oncology and vaccines. The Company currently has nine candidates in Phase III clinical development and

2
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anticipates submitting two New Drug Applications ( NDA ) with the U.S. Food and Drug Administration ( FDA ) with
respect to two of the candidates in 2009: MK-0974, telcagepant, an investigational compound for the treatment of
migraines, and MK-7418, rolofylline, an investigational compound for the treatment of acute heart failure. In addition,

the Company anticipates submitting an NDA in 2009 for MK-0653C, ezetimibe combined with atorvastatin, an
investigational medication for the treatment of dyslipidemia being developed by the Merck/Schering-Plough joint
venture. Also, the Company anticipates regulatory action in 2009 on two supplemental filings that have been

submitted to the FDA: one for Gardasil, Merck s HPV vaccine, for use in males; and one for Isentress, a first-in-class
integrase inhibitor for the treatment of HIV-1 infection, for an expanded indication for use in treatment-naive patients.

On the commercial side, the Company is rolling out a more customer-centric selling model that is designed to provide
a competitive advantage, help build trust with customers, and improve patient outcomes. The strategy employs the use
of new marketing technologies to complement a new, more customer-centered approach; and moves away from the
traditional frequency-based sales and marketing approach; it also creates efficiencies by eliminating redundancies in
core functions and across the sales organization.

On the manufacturing side, Merck has made significant progress in the three years since it began re-engineering to
create a lean, flexible, cost-effective capability. The Company continues to address its manufacturing issues and it is
working to build additional capacity in vaccines and biologics, as well as to support Merck s expansion into emerging
markets. To assist this goal, the Company is shifting investments from developed markets into emerging markets
commensurate with the size and strategic importance of the opportunity.

In October 2008, the Company announced a global restructuring program (the 2008 Restructuring Program ) to reduce
its cost structure, increase efficiency, and enhance competitiveness. As discussed above, Merck is rolling out a new,
more customer-centric selling model. Additionally, the Company will make greater use of outside technology
resources, centralize common sales and marketing activities, and consolidate and streamline its operations. Merck s
manufacturing division will further focus its capabilities on core products and outsource non-core manufacturing.
Also, Merck is expanding its access to worldwide external science through a basic research global operating strategy,
which is designed to provide a sustainable pipeline and is focused on translating basic research productivity into
late-stage clinical success. To increase efficiencies, basic research operations will consolidate work in support of a
given therapeutic area into one of four locations. This will provide a more efficient use of research facilities and result
in the closure of three basic research sites located in Tsukuba, Japan; Pomezia, Italy; and Seattle by the end of 2009.
As part of the 2008 Restructuring Program, the Company expects to eliminate approximately 7,200 positions 6,800
active employees and 400 vacancies across all areas of the Company worldwide by the end of 2011, approximately
1,750 of which the Company eliminated in 2008. About 40% of the total reductions will occur in the United States. As
part of the 2008 Restructuring Program, the Company is streamlining management layers by reducing its total number
of senior and mid-level executives globally by approximately 25%. The Company, however, continues to hire new
employees as the business requires. The 2008 Restructuring Program is expected to be completed by the end of 2011
with the total pretax costs estimated to be $1.6 billion to $2.0 billion. In 2008, the Company recorded pretax
restructuring costs of $921.3 million related to the 2008 Restructuring Program. The Company estimates that
two-thirds of the cumulative pretax costs will result in future cash outlays, primarily from employee separation
expense. Approximately one-third of the cumulative pretax costs are non-cash, relating primarily to the accelerated
depreciation of facilities to be closed or divested. Merck expects the 2008 Restructuring Program to yield cumulative
pretax savings of $3.8 billion to $4.2 billion from 2008 to 2013.

During 2008, in connection with certain transactions with AstraZeneca LP ( AZLP ), the Company recorded an

aggregate pretax gain of $2.2 billion which is included in Other (income) expense, net and received net proceeds from
AZLP of $2.6 billion. See Note 8 to the consolidated financial statements for further information.
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Earnings per common share ( EPS ) assuming dilution for 2008 were $3.64, including the impact of the gain on
distribution from AZLP of $0.66 per share and restructuring costs of $(0.44) per share. In addition, EPS in 2008
reflects the favorable impact of certain tax items. All of these items are discussed more fully in the notes to the
consolidated financial statements.
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Sales(!) of the Company s products were as follows:

($ in millions)

Pharmaceutical:
Singulair

Cozaar/Hyzaar

Fosamax

Januvia

Cosopt/Trusopt

Zocor

Maxalt

Propecia

Arcoxia
Vasotec/Vaseretic
Janumet

Proscar

Emend

Other pharmaceutical(?/
Vaccine and infectious disease product sales included in the
Pharmaceutical segment()

Pharmaceutical segment revenues

Vaccines® and Infectious Diseases:
Gardasil

ProQuad/M-M-R II/Varivax
RotaTeq

Zostavax

Hepatitis vaccines

Other vaccines

Primaxin

Cancidas

Isentress

Crixivan/Stocrin

Invanz

Other infectious disease

Vaccine and infectious disease product sales included in the
Pharmaceutical segment()

Vaccines and Infectious Diseases segment revenues

Table of Contents

2008

$  4,336.9
3,557.7
1,552.7
1,397.1
781.2
660.1
529.2
429.1
377.3
356.7
351.1
323.5
263.8
2,278.9

2,187.6

19,382.9

1,402.8
1,268.5
664.5
3124
148.3
354.6
760.4
596.4
361.1
275.1
265.0
15.5

(2,187.6)

4,237.0

2007

$ 42663
3,350.1
3,049.0

667.5
786.8
876.5
467.3
405.4
329.1
494.6
86.4
411.0
204.2
2,422.9

1,800.5

19,617.6

1,480.6
1,347.1
524.7
236.0
279.9
409.9
763.5
536.9
41.3
310.2
190.2
1.7

(1,800.5)

4,321.5

2006

$ 3,579.0
3,163.1
3,1344

42.9
697.1
2,802.7
406.4
351.8
265.4
547.2

618.5
130.8
2,780.5

1,315.8

19,835.6

234.8
820.1
163.4

38.6
248.5
354.0
704.8
529.8

327.3
139.2

(1,315.8)

2,244.7

10



Edgar Filing: MERCK & CO INC - Form 10-K

Other segment revenues(’) 81.8 162.0 162.1
Total segment revenues 23,701.7 24,101.1 22,242 .4
Other(®) 148.6 96.6 393.6

(1)

2)

3)

4)

(3)

(6)

$ 23,850.3 $ 24,197.7 $ 22,636.0
Presented net of discounts and returns.

Other pharmaceutical primarily includes sales of other human pharmaceutical products and revenue from the
Company s relationship with AZLP primarily relating to sales of Nexium, as well as Prilosec. Revenue from AZLP
was $1.6 billion, $1.7 billion and $1.8 billion in 2008, 2007 and 2006, respectively. In 2006, other pharmaceutical
also reflected certain supply sales, including supply sales associated with the Company s arrangement with

Dr. Reddy s Laboratories for the sale of generic simvastatin.

Sales of vaccine and infectious disease products by non-U.S. subsidiaries are included in the Pharmaceutical
segment.

These amounts do not reflect sales of vaccines sold in most major European markets through the Company s joint
venture, Sanofi Pasteur MSD, the results of which are reflected in Equity income from affiliates. These amounts
do, however, reflect supply sales to Sanofi Pasteur MSD.

Includes other non-reportable human and animal health segments.

Other revenues are primarily comprised of miscellaneous corporate revenue, sales related to divested products or
businesses and other supply sales not included in segment results.

4
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The Company s pharmaceutical products include therapeutic and preventive agents, generally sold by prescription, for
the treatment of human disorders. Among these are Singulair (montelukast sodium), a leukotriene receptor antagonist
for the chronic treatment of asthma and for the relief of symptoms of allergic rhinitis; Cozaar (losartan potassium),
Hyzaar (losartan potassium and hydrochlorothiazide), Vasotec (enalapril maleate) and Vaseretic (enalapril
maleate-hydrochlorothiazide), the Company s most significant hypertension and/or heart failure products; Fosamax
and Fosamax Plus D, Merck s osteoporosis products for the treatment and, in the case of Fosamax, prevention of
osteoporosis; Januvia and Janumet for the treatment of type 2 diabetes; Cosopt (dorzolamide hydrochloride and
timolol maleate ophthalmic solution) and Trusopt (dorzolamide hydrochloride ophthalmic solution), Merck s
largest-selling ophthalmological products; Zocor, Merck s statin for modifying cholesterol; Maxalt (rizatriptan
benzoate), an acute migraine product; Propecia (finasteride), a product for the treatment of male pattern hair loss;
Arcoxia (etoricoxib) for the treatment of arthritis and pain; Proscar (finasteride), a urology product for the treatment
of symptomatic benign prostate enlargement; and Emend (aprepitant) for the prevention of chemotherapy-induced and
post-operative nausea and vomiting.

The Company s vaccine and infectious disease products include Gardasil, a vaccine to help prevent cervical, vulvar
and vaginal cancers, precancerous or dysplastic lesions, and genital warts caused by HPV types 6, 11, 16 and 18;
Varivax (Varicella Virus Vaccine Live), a vaccine to help prevent chickenpox; ProQuad (Measles, Mumps, Rubella
and Varicella Virus Vaccine Live), a pediatric combination vaccine against measles, mumps, rubella and varicella;
M-M-R 11 (Measles, Mumps and Rubella Virus Vaccine Live), a vaccine against measles, mumps and rubella;
RotaTeq (Rotavirus Vaccine Live, Oral, Pentavalent), a vaccine to help protect against rotavirus gastroenteritis in
infants and children; Zostavax (Zoster Vaccine Live), a vaccine to help prevent shingles (herpes zoster); Primaxin
(imipenem and cilastatin sodium) and Cancidas (caspofungin acetate), anti-bacterial/anti-fungal products; Isentress,
Crixivan (indinavir sulfate) and Stocrin (efavirenz), antiretroviral therapies for the treatment of HIV infection; and
Invanz (ertapenem sodium) for the treatment of infection. For a further discussion of sales of the Company s products,
see Item 7. Management s Discussion and Analysis of Financial Condition and Results of Operations below.

U.S. Product Approvals  On January 25, 2008, the FDA approved Emend (fosaprepitant dimeglumine) for Injection,
115 mg, for the prevention of chemotherapy-induced nausea and vomiting. Emend for Injection provides a new option
for day one, as a substitute for Emend (125 mg) taken orally, as part of the recommended three-day regimen. Prior to

the FDA decision, the European Union ( EU ) on January 11, 2008 granted marketing approval for Emend for Injection,
known as Ivemend in the EU, an action that applies to all 27 EU member countries as well as Norway and Iceland.

On August 5, 2008, Merck announced that the FDA approved an expanded label for Cancidas, which makes it the
first and only echinocandin therapy approved in the United States for the treatment of pediatric patients aged three
months to 17 years with indicated fungal infections.

On September 12, 2008, the FDA approved Gardasil for the prevention of vulvar and vaginal cancers caused by HPV
types 16 and 18. The approval is based on data from a combined analysis of three studies that demonstrated the
efficacy and safety of Gardasil in more than 15,000 patients.

Vioxx U.S. Product Liability Settlement  On September 30, 2004, Merck announced a voluntary worldwide
withdrawal of Vioxx, its arthritis and acute pain medication. The Company s decision, which was effective
immediately, was based on new three-year data from a prospective, randomized, placebo-controlled clinical trial,
APPROVe (Adenomatous Polyp Prevention on Vioxx).

On November 9, 2007, the Company announced that it had entered into an agreement (the Settlement Agreement )

with the law firms that comprise the executive committee of the Plaintiffs Steering Committee of the federal
multidistrict Vioxx litigation as well as representatives of plaintiffs counsel in the Texas, New Jersey and California
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state coordinated proceedings to resolve state and federal myocardial infarction ( MI ) and ischemic stroke ( IS ) claims
filed as of that date in the United States. The Settlement Agreement, which also applies to tolled claims, was signed by

the parties after several meetings with three of the four judges overseeing the coordination of more than 95% of the
current claims in the Vioxx litigation. The Settlement Agreement applies only to U.S. legal residents and those who

allege that their MI or IS occurred in the United States.
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As of October 30, 2008, the deadline for enrollment in the Settlement Program (as defined below), more than 48,100
of the approximately 48,325 individuals who were eligible for the Settlement Program and whose claims were not

1) dismissed, 2) expected to be dismissed in the near future, or 3) tolled claims that appear to have been abandoned
had submitted some or all of the materials required for enrollment in the Settlement Program. This represents
approximately 99.8% of the eligible MI and IS claims previously registered with the Settlement Program. Under the
terms of the Settlement Agreement, Merck could exercise a right to walk away from the Settlement Agreement if the
thresholds and other requirements were not met. The Company waived that right as of August 4, 2008. The waiver of
that right triggered Merck s obligation to pay a fixed total of $4.85 billion. Payments will be made in installments into
the settlement funds. The first payment of $500 million was made in August 2008 and an additional payment of
$250 million was made in October 2008. Additional payments will be made on a periodic basis going forward, when
and as needed to fund payments of claims and administrative expenses.

Joint Ventures The Company has a number of joint ventures relating to its Pharmaceutical and Vaccines and
Infectious Diseases segments.

Pharmaceutical

In 2000, the Company and Schering-Plough Corporation ( Schering-Plough ) entered into agreements to create separate
equally-owned partnerships to develop and market in the United States new prescription medicines in the
cholesterol-management and respiratory therapeutic areas. In December 2001, the cholesterol-management

partnership agreements were expanded to include all the countries of the world, excluding Japan. In October 2002,

Zetia (ezetimibe) (marketed as Ezetrol outside the United States), the first in a new class of cholesterol-lowering

agents, was launched in the United States. In July 2004, Vyforin (marketed as Inegy outside the United States), a
combination product containing the active ingredients of both Zetia and Zocor, was approved in the United States.

As previously disclosed, in January 2008, the Company announced the results of the Effect of Combination Ezetimibe
and High-Dose Simvastatin vs. Simvastatin Alone on the Atherosclerotic Process in Patients with Heterozygous
Familial Hypercholesterolemia ( ENHANCE ) clinical trial, an imaging trial in 720 patients with heterozygous familial
hypercholesterolemia, a rare genetic condition that causes very high levels of LDL. bad cholesterol and greatly
increases the risk for premature coronary artery disease. As previously reported, despite the fact that
ezetimibe/simvastatin 10/80 mg (Vytorin) significantly lowered LDL. bad cholesterol more than simvastatin 80 mg
alone, there was no significant difference between treatment with ezetimibe/simvastatin and simvastatin alone on the
pre-specified primary endpoint, a change in the thickness of carotid artery walls over two years as measured by
ultrasound. There also were no significant differences between treatment with ezetimibe/simvastatin and simvastatin
on the four pre-specified key secondary endpoints: percent of patients manifesting regression in the average carotid
artery intima-media thickness ( CA IMT ); proportion of patients developing new carotid artery plaques >1.3 mm;
changes in the average maximum CA IMT; and changes in the average CA IMT plus in the average common femoral
artery IMT. In ENHANCE, when compared to simvastatin alone, ezetimibe/simvastatin significantly lowered LDL

bad cholesterol, as well as triglycerides and C-reactive protein ( CRP ). Ezetimibe/simvastatin is not indicated for the
reduction of CRP. In the ENHANCE study, the overall safety profile of ezetimibe/simvastatin was generally
consistent with the product label. The ENHANCE study was not designed nor powered to evaluate cardiovascular
clinical events. The Improved Reduction in High-Risk Subjects Presenting with Acute Coronary Syndrome
( IMPROVE-IT ) trial is underway and is designed to provide cardiovascular outcomes data for ezetimibe/simvastatin
in patients with acute coronary syndrome. No incremental benefit of ezetimibe/simvastatin on cardiovascular
morbidity and mortality over and above that demonstrated for simvastatin has been established. In March 2008, the
results of ENHANCE were reported at the annual Scientific Session of the American College of Cardiology.

On July 21, 2008, efficacy and safety results from the Simvastatin and Ezetimibe in Aortic Stenosis ( SEAS ) study

were announced. SEAS was designed to evaluate whether intensive lipid lowering with Vyforin 10/40 mg would
reduce the need for aortic valve replacement and the risk of cardiovascular morbidity and mortality versus placebo in
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patients with asymptomatic mild to moderate aortic stenosis who had no indication for statin therapy. Vytorin failed to
meet its primary end point for the reduction of major cardiovascular events. There also was no significant difference
in the key secondary end point of aortic valve events; however, there was a reduction in the group of patients taking
Vytorin compared to placebo in the key secondary end point of ischemic cardiovascular
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events. Vytorin is not indicated for the treatment of aortic stenosis. No incremental benefit of Vytorin on
cardiovascular morbidity and mortality over and above that demonstrated for simvastatin has been established. In the
study, patients in the group who took Vyforin 10/40 mg had a higher incidence of cancer than the group who took
placebo. There was also a nonsignificant increase in deaths from cancer in patients in the group who took Vytorin
versus those who took placebo. Cancer and cancer deaths were distributed across all major organ systems. The
Company believes the cancer finding in SEAS is likely to be an anomaly that, taken in light of all the available data,
does not support an association with Vytorin. In August 2008, the FDA announced that it was investigating the results
from the SEAS trial. In this announcement, the FDA also cited interim data from two large ongoing cardiovascular
trials of Vytorin the Study of Heart and Renal Protection ( SHARP ) and the IMPROVE-IT clinical trials in which
there was no increased risk of cancer with the combination of simvastatin plus ezetimibe. The SHARP trial is
expected to be completed in 2010. The IMPROVE-IT trial is scheduled for completion around 2012. The FDA
determined that, as of that time, these findings in the SEAS trial plus the interim data from ongoing trials should not
prompt patients to stop taking Vyforin or any other cholesterol lowering drug.

The Company, through Merck/Schering-Plough Pharmaceuticals (the MSP Partnership ), is committed to working with
regulatory agencies to further evaluate the available data and interpretations of those data; however, the Company
does not believe that changes in the clinical use of Vytorin are warranted.

As previously disclosed, the Company and its joint venture partner, Schering-Plough, have received several letters
addressed to both companies from the House Committee on Energy and Commerce, its Subcommittee on Oversight

and Investigations ( O&I ), and the Ranking Minority Member of the Senate Finance Committee, collectively seeking a
combination of witness interviews, documents and information on a variety of issues related to the ENHANCE

clinical trial, the sale and promotion of Vytorin, as well as sales of stock by corporate officers. In addition, since

August 2008, the companies have received three additional letters from O&lI, including one dated February 19, 2009,
seeking certain information and documents related to the SEAS clinical trial. As previously disclosed, the companies
have each received subpoenas from the New York and New Jersey State Attorneys General Offices and a letter from

the Connecticut Attorney General seeking similar information and documents. In addition, the Company has received
five Civil Investigative Demands ( CIDs ) from a multistate group of 35 State Attorneys General who are jointly
investigating whether the companies violated state consumer protection laws when marketing Vytorin. Finally, in
September 2008, the Company received a letter from the Civil Division of the Department of Justice ( DOJ ) informing
it that the DOJ is investigating whether the companies conduct relating to the promotion of Vytorin caused false

claims to be submitted to federal health care programs. The Company is cooperating with these investigations and
working with Schering-Plough to respond to the inquiries. In addition, the Company has become aware of or been

served with approximately 145 civil class action lawsuits alleging common law and state consumer fraud claims in
connection with the MSP Partnership s sale and promotion of Vyforin and Zetia. Certain of those lawsuits allege
personal injuries and/or seek medical monitoring. These actions, which have been filed in or transferred to federal

court, are coordinated in a multidistrict litigation in the U.S. District Court for the District Court of New Jersey before
District Judge Dennis M. Cavanaugh. The parties are presently engaged in motions practice and briefing. Also, as
previously disclosed, on April 3, 2008, a Merck shareholder filed a putative class action lawsuit in federal court in the
Eastern District of Pennsylvania alleging that Merck and its Chairman, President and Chief Executive Officer, Richard
T. Clark, violated the federal securities laws. On April 22, 2008, a member of a Company Employee Retirement

Income Security Act (  ERISA ) plan filed a putative class action lawsuit against the Company and certain of its officers
and directors alleging they breached their fiduciary duties under ERISA.

In 1982, the Company entered into an agreement with Astra AB ( Astra ) to develop and market Astra products in the
United States. In 1994, the Company and Astra formed an equally owned joint venture that developed and marketed
most of Astra s new prescription medicines in the United States including Prilosec (omeprazole), the first in a class of
medications known as proton pump inhibitors, which slows the production of acid from the cells of the stomach

lining.
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In 1998, the Company and Astra restructured the joint venture whereby the Company acquired Astra s interest in the
joint venture, renamed KBI Inc. ( KBI ), and contributed KBI s operating assets to a new U.S. limited partnership
named Astra Pharmaceuticals, L.P. (the Partnership ), in exchange for a 1% limited partner interest. Astra contributed
the net assets of its wholly owned subsidiary, Astra USA, Inc., to the Partnership in exchange for a

7
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99% general partner interest. The Partnership, renamed AstraZeneca LP (  AZLP ) upon Astra s 1999 merger with
Zeneca Group Plc (the AstraZeneca merger ), became the exclusive distributor of the products for which KBI retained
rights.

The Company earns certain Partnership returns as well as ongoing revenue based on sales of current and future KBI
products. The Partnership returns include a priority return provided for in the Partnership Agreement, variable returns
based, in part, upon sales of certain former Astra USA, Inc. products, and a preferential return representing the
Company s share of undistributed Partnership GAAP earnings. The AstraZeneca merger triggered a partial redemption
in March 2008 of Merck s interest in certain AZLP product rights. Upon this redemption, Merck received $4.3 billion
from AZLP. This amount was based primarily on a multiple of Merck s average annual variable returns derived from
sales of the former Astra USA, Inc. products for the three years prior to the redemption (the Limited Partner Share of
Agreed Value ). Merck recorded a $1.5 billion pretax gain on the partial redemption in 2008. The partial redemption of
Merck s interest in the product rights did not result in a change in Merck s 1% limited partner interest. As described in
Item 7. Management s Discussion and Analysis below, after certain adjustments, the Company recorded an aggregate
pretax gain of $2.2 billion.

In conjunction with the 1998 restructuring, Astra purchased an option (the Asset Option ) for a payment of

$443.0 million, which was recorded as deferred income, to buy Merck s interest in the KBI products, excluding the
gastrointestinal medicines Nexium (esomeprazole) and Prilosec (the Non-PPI Products ). The Asset Option is
exercisable in the first half of 2010 at an exercise price equal to the net present value as of March 31, 2008 of
projected future pretax revenue to be received by the Company from the Non-PPI Products (the Appraised Value ).
Merck also had the right to require Astra to purchase such interest in 2008 at the Appraised Value. In February 2008,
the Company advised AZLP that it would not exercise the Asset Option, thus the $443.0 million remains deferred. In
addition, in 1998, the Company granted Astra an option (the Shares Option ) to buy Merck s common stock interest in
KBI and, therefore, Merck s interest in Nexium and Prilosec, exercisable two years after Astra s exercise of the Asset
Option. Astra can also exercise the Shares Option in 2017 or if combined annual sales of the two products fall below a
minimum amount provided, in each case, only so long as AstraZeneca s Asset Option has been exercised in 2010. The
exercise price for the Shares Option is based on the net present value of estimated future net sales of Nexium and
Prilosec as determined at the time of exercise, subject to certain true-up mechanisms.

In 1989, the Company formed a joint venture with Johnson & Johnson to develop and market a broad range of
nonprescription medicines for U.S. consumers. This 50% owned joint venture also includes Canada. Significant joint
venture products are Pepcid AC (famotidine), an over-the-counter form of the Company s ulcer medication Pepcid
(famotidine), as well as Pepcid Complete, an over-the-counter product which combines the Company s ulcer
medication with antacids (calcium carbonate and magnesium hydroxide).

Vaccines

In 1994, the Company and Pasteur Mérieux Connaught (now Sanofi Pasteur S.A.) formed a joint venture to market
human vaccines in Europe and to collaborate in the development of combination vaccines for distribution in the then
existing EU and the European Free Trade Association. The Company and Sanofi Pasteur contributed, among other
things, their European vaccine businesses for equal shares in the joint venture, known as Pasteur Mérieux MSD,
S.N.C. (now Sanofi Pasteur MSD, S.N.C.). The joint venture maintains a presence, directly or through affiliates or
branches in Belgium, Italy, Germany, Spain, France, Austria, Ireland, Sweden, Portugal, the Netherlands, Switzerland
and the United Kingdom, and through distributors in the rest of its territory.

Other

In 1997, the Company and Rhéne-Poulenc S.A. (now Sanofi-Aventis S.A.) combined their respective animal health
businesses to form Merial Limited ( Merial ), a fully integrated animal health company, which is a stand-alone joint
venture, 50% owned by each party. Merial provides a comprehensive range of pharmaceuticals and vaccines to
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enhance the health, well-being and performance of a wide range of animal species.

Competition The markets in which the Company conducts its business are highly competitive and often highly
regulated. Global efforts toward health care cost containment continue to exert pressure on product pricing and access.
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Such competition involves an intensive search for technological innovations and the ability to market these
innovations effectively. With its long-standing emphasis on research and development, the Company is well prepared
to compete in the search for technological innovations. Additional resources to meet competition include quality
control, flexibility to meet customer specifications, an efficient distribution system and a strong technical information
service. The Company is active in acquiring and marketing products through joint ventures and licenses and has been
refining its sales and marketing efforts to further address changing industry conditions. To enhance its product
portfolio, the Company also continues to pursue external alliances. However, the introduction of new products and
processes by competitors may result in price reductions and product replacements, even for products protected by
patents. For example, the number of compounds available to treat diseases typically increases over time and has
resulted in slowing the growth in sales of certain of the Company s products.

Legislation enacted in all states in the United States, particularly in the area of human pharmaceutical products,

allows, encourages or, in a few instances, in the absence of specific instructions from the prescribing physician,

mandates the use of generic products (those containing the same active chemical as an innovator s product) rather than
brand-name products. Governmental and other pressures toward the dispensing of generic products have significantly

reduced the sales of certain of the Company s products no longer protected by patents, such as Zocor, which lost

market exclusivity in the U.S. in 2006 and the Company experienced a significant decline in Zocor sales thereafter.

Fosamax and Fosamax Plus D lost marketing exclusivity in the United States in 2008. As a result of these events, the

Company is experiencing significant declines in Fosamax and Fosamax Plus D U.S. sales. Also, Trusopt and Cosopt

lost market exclusivity in the United States in October 2008 and as a result the Company is experiencing a significant

decline in sales of these products.

Distribution The Company sells its human health pharmaceutical products primarily to drug wholesalers and retailers,
hospitals, government agencies and managed health care providers such as health maintenance organizations,

pharmacy benefit managers and other institutions. Human health vaccines are sold primarily to physicians,

wholesalers, physician distributors and government entities. The Company s professional representatives communicate
the effectiveness, safety and value of the Company s pharmaceutical and vaccine products to health care professionals
in private practice, group practices and managed care organizations.

Raw Materials Raw materials and supplies, which are generally available from multiple sources, are purchased
worldwide and are normally available in quantities adequate to meet the needs of the Company s Pharmaceutical and
Vaccines and Infectious Diseases segments.

Government Regulation and Investigation The pharmaceutical industry is subject to global regulation by regional,
country, state and local agencies. Of particular importance is the FDA in the United States, which administers
requirements covering the testing, approval, safety, effectiveness, manufacturing, labeling and marketing of
prescription pharmaceuticals. In many cases, the FDA requirements have increased the amount of time and money
necessary to develop new products and bring them to market in the United States. In 1997, the Food and Drug
Administration Modernization Act (the FDA Modernization Act ) was passed and was the culmination of a
comprehensive legislative reform effort designed to streamline regulatory procedures within the FDA and to improve
the regulation of drugs, medical devices and food. The legislation was principally designed to ensure the timely
availability of safe and effective drugs and biologics by expediting the premarket review process for new products. A
key provision of the legislation is the re-authorization of the Prescription Drug User Fee Act of 1992, which permits
the continued collection of user fees from prescription drug manufacturers to augment FDA resources earmarked for
the review of human drug applications. This helps provide the resources necessary to ensure the prompt approval of
safe and effective new drugs.

In the United States, the government expanded health care access by enacting the Medicare Prescription Drug
Improvement and Modernization Act of 2003, which was signed into law in December 2003. Prescription drug
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coverage began on January 1, 2006. This legislation supports the Company s goal of improving access to medicines by
expanding insurance coverage, while preserving market-based incentives for pharmaceutical innovation. At the same
time, the legislation will ensure that prescription drug costs will be controlled by competitive pressures and by
encouraging the appropriate use of medicines. The U.S. Congress has considered, and may consider again, proposals

to increase the government s role in pharmaceutical pricing in the Medicare program.
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These proposals may include removing the current legal prohibition against the Secretary of the Health and Human
Services intervening in price negotiations between Medicare drug benefit program plans and pharmaceutical
companies. They may also include mandating the payment of rebates for some or all of the pharmaceutical utilization
in Medicare drug benefit plans. In addition, Congress may again consider proposals to allow, under certain conditions,
the importation of medicines from other countries.

For many years, the pharmaceutical industry has been under federal and state oversight with the approval process for
new drugs, drug safety, advertising and promotion, drug purchasing and reimbursement programs and formularies
variously under review. The Company believes that it will continue to be able to conduct its operations, including the
introduction of new drugs to the market, in this regulatory environment. One type of federal initiative to contain
federal health care spending is the prospective or capitated payment system, first implemented to reduce the rate of
growth in Medicare reimbursement to hospitals. Such a system establishes in advance a flat rate for reimbursement for
health care for those patients for whom the payor is fiscally responsible. This type of payment system and other cost
containment systems are now widely used by public and private payors and have caused hospitals, health maintenance
organizations and other customers of the Company to be more cost-conscious in their treatment decisions, including
decisions regarding the medicines to be made available to their patients. The Company continues to work with private
and federal employers to slow increases in health care costs. Further, the Company s efforts to demonstrate that its
medicines can help save costs in other areas have encouraged the use of the Company s medicines and have helped
offset the effects of increasing cost pressures.

Also, federal and state governments have pursued methods to directly reduce the cost of drugs and vaccines for which

they pay. For example, federal laws require the Company to pay specified rebates for medicines reimbursed by

Medicaid, to provide discounts for outpatient medicines purchased by certain Public Health Service entities and
disproportionate share hospitals (hospitals meeting certain criteria), and to provide minimum discounts of 24% off of a

defined non-federal average manufacturer price for purchases by certain components of the federal government such

as the Department of Veterans Affairs and the Department of Defense.

Initiatives in some states seek rebates beyond the minimum required by Medicaid legislation, in some cases for

patients beyond those who are eligible for Medicaid. Under the Federal Vaccines for Children entitlement program,

the U.S. Centers for Disease Control and Prevention ( CDC ) funds and purchases recommended pediatric vaccines at a
public sector price for the immunization of Medicaid-eligible, uninsured, Native American and certain underinsured
children. The Company was awarded a CDC contract in 2008 for the supply of pediatric vaccines for the Vaccines for
Children program. As of January 1, 2006, patients previously eligible for Medicaid who are also Medicare

beneficiaries (65 years and older or disabled) left the state-administered Medicaid system to be covered by the new
Medicare prescription drug benefit.

Outside the United States, the Company encounters similar regulatory and legislative issues in most of the countries
where it does business. There, too, the primary thrust of governmental inquiry and action is toward determining drug
safety and effectiveness, often with mechanisms for controlling the prices of or reimbursement for prescription drugs
and the profits of prescription drug companies. The EU has adopted directives concerning the classification, labeling,
advertising, wholesale distribution and approval for marketing of medicinal products for human use. The Company s
policies and procedures are already consistent with the substance of these directives; consequently, it is believed that
they will not have any material effect on the Company s business.

In addition, certain countries within the EU, recognizing the economic importance of the research-based

pharmaceutical industry and the value of innovative medicines to society, are working with industry representatives to
improve the competitive climate through a variety of means including market deregulation.
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In January 2008, the European Commission (  EC ) launched a sector inquiry in the pharmaceutical markets under the
rules of EU competition law. As part of its inquiry, the Company s offices in Germany were inspected by the
authorities in January 2008. The Preliminary Report of the EC was issued on November 28, 2008, in which the EC
stated that it had confirmed its original hypothesis that competition in the pharmaceutical sector may be restricted or
distorted, as indicated by a decline in innovation measured by the number of novel medicines reaching the market, and
by alleged instances of delayed market entry of generic medicines. The public consultation period with respect to the
Preliminary Report expired on January 31, 2009, and the EC has issued further inquiries in respect of the subject of
the investigation. The EC has not alleged that the Company or any of its subsidiaries have
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engaged in any unlawful practices. The final report is planned for later in 2009. The Company is cooperating with the
EC in this sector inquiry.

The Company is subject to the jurisdiction of various regulatory agencies and is, therefore, subject to potential
administrative actions. Such actions may include seizures of products and other civil and criminal sanctions. Under
certain circumstances, the Company on its own may deem it advisable to initiate product recalls. The Company
believes that it should be able to compete effectively within this environment.

The Company is subject to a number of privacy and data protection laws and regulations globally. The legislative and
regulatory landscape for privacy and data protection continues to evolve, and there has been an increasing amount of
focus on privacy and data protection issues with the potential to affect directly the Company s business, including
recently enacted laws in a majority of U.S. states requiring security breach notification.

Patents, Trademarks and Licenses  Patent protection is considered, in the aggregate, to be of material importance in
the Company s marketing of human health products in the United States and in most major foreign markets. Patents
may cover products per se, pharmaceutical formulations, processes for or intermediates useful in the manufacture of
products or the uses of products. Protection for individual products extends for varying periods in accordance with the
legal life of patents in the various countries. The protection afforded, which may also vary from country to country,
depends upon the type of patent and its scope of coverage.

The FDA Modernization Act includes a Pediatric Exclusivity Provision that may provide an additional six months of

market exclusivity in the United States for indications of new or currently marketed drugs if certain agreed upon
pediatric studies are completed by the applicant. These exclusivity provisions were re-authorized by the Prescription
Drug User Fee Act passed in September 2007. Current U.S. patent law provides additional patent term under Patent
Term Restoration for periods when the patented product was under regulatory review before the FDA.

Patent portfolios developed for products introduced by the Company normally provide market exclusivity. The
Company has the following key U.S. patent protection (including Patent Term Restoration and Pediatric Exclusivity)

for major marketed products:

Product Year of Expiration (in U.S.)
Cancidas 2015

Comvax 2020

Cozaar 2010

Crixivan 2012 (compound)/2018 (formulation)
Emend 2015

Gardasil 2026

Hyzaar 2010

Invanz 2016 (compound)/2017 (composition)
Isentress 2023

Januvia/Janumet 2022 (compound)/2026 (salt)

Maxalt 2012 (compound)/2014 (other)
Primaxin 2009

Propecia 2013

Recombivax 2020

RotaTeq 2019 (with pending Patent Term Restoration)
Singulair 2012
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2017 (ezetimibe component in both products)
2015
2016
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A basic patent is also in effect for Sustiva/Stocrin. Bristol-Myers Squibb Company, under an exclusive license from
the Company, sells Sustiva in the United States, Canada and certain European countries. The Company markets
Stocrin in other countries throughout the world.

While the expiration of a product patent normally results in a loss of market exclusivity for the covered
pharmaceutical product, commercial benefits may continue to be derived from: (i) later-granted patents on processes
and intermediates related to the most economical method of manufacture of the active ingredient of such product;

(ii) patents relating to the use of such product; (iii) patents relating to novel compositions and formulations; and (iv) in
the United States and certain other countries, market exclusivity that may be available under relevant law. The effect
of product patent expiration on pharmaceutical products also depends upon many other factors such as the nature of
the market and the position of the product in it, the growth of the market, the complexities and economics of the
process for manufacture of the active ingredient of the product and the requirements of new drug provisions of the
Federal Food, Drug and Cosmetic Act or similar laws and regulations in other countries.

Additions to market exclusivity are sought in the United States and other countries through all relevant laws, including
laws increasing patent life. Some of the benefits of increases in patent life have been partially offset by a general
increase in the number of incentives for and use of generic products. Additionally, improvements in intellectual
property laws are sought in the United States and other countries through reform of patent and other relevant laws and
implementation of international treaties.

For further information with respect to the Company s patents, see Patent Litigation and Risk Factors below.

Worldwide, all of the Company s important products are sold under trademarks that are considered in the aggregate to
be of material importance. Trademark protection continues in some countries as long as used; in other countries, as
long as registered. Registration is for fixed terms and can be renewed indefinitely.

Royalties received during 2008 on patent and know-how licenses and other rights amounted to $209.3 million. The
Company also paid royalties amounting to $1.318 billion in 2008 under patent and know-how licenses it holds.

Research and Development

The Company s business is characterized by the introduction of new products or new uses for existing products
through a strong research and development program. Approximately 11,000 people are employed in the Company s
research activities. Research and development expenses were $4.8 billion in 2008, $4.9 billion in 2007 and

$4.8 billion in 2006. The Company maintains its ongoing commitment to research over a broad range of therapeutic
areas and clinical development in support of new products.

The Company maintains a number of long-term exploratory and fundamental research programs in biology and
chemistry as well as research programs directed toward product development. Merck s research and development
model is designed to increase productivity and improve the probability of success by prioritizing the Company s
research and development resources on disease areas of unmet medical needs, scientific opportunity and commercial
opportunity. Merck is managing its research and development portfolio across diverse approaches to discovery and
development by balancing investments appropriately on novel, innovative targets with the potential to have a major
impact on human health, on developing best-in-class approaches, and on delivering maximum value of the Company s
new medicines and vaccines through new indications and new formulations. Another important component of Merck s
science-based diversification is based on expanding the Company s portfolio of modalities to include not only small
molecules and vaccines, but also biologics, peptides and RNAi. Further, Merck is moving to diversify its portfolio by
creating a new division, Merck BioVentures, which leverages a unique platform for both follow-on and novel
biologics. The Company will continue to pursue appropriate external licensing opportunities.
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model will align franchise and function through clear roles and responsibilities, align resources
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with disease area priorities and balance capacity across discovery phases and allow the Company to act upon those
programs with the highest probability of success. Additionally, the strategy is designed to expand the Company s
access to worldwide external science and incorporate external research as a key component of the Company s early
discovery pipeline in order to translate basic research productivity into late-stage clinical success.

In the development of human health products, industry practice and government regulations in the United States and
most foreign countries provide for the determination of effectiveness and safety of new chemical compounds through
preclinical tests and controlled clinical evaluation. Before a new drug or vaccine may be marketed in the United
States, recorded data on preclinical and clinical experience are included in the NDA for a drug or the Biologics
License Application ( BLA ) for a vaccine submitted to the FDA for the required approval.

Once the Company s scientists discover a new small molecule compound that they believe has promise to treat a
medical condition, the Company commences preclinical testing with that compound. Preclinical testing includes
laboratory testing and animal safety studies to gather data on chemistry, pharmacology and toxicology. Pending
acceptable preclinical data, the Company will initiate clinical testing in accordance with established regulatory
requirements. The clinical testing begins with Phase I studies, which are designed to assess safety, tolerability,
pharmacokinetics, and preliminary pharmacodynamic activity of the compound in humans. If favorable, additional,
larger Phase II studies are initiated to determine the efficacy of the compound in the affected population, define
appropriate dosing for the compound, as well as identify any adverse effects that could limit the compound s
usefulness. If data from the Phase II trials are satisfactory, the Company commences large-scale Phase III trials to
confirm the compound s efficacy and safety. Upon completion of those trials, if satisfactory, the Company submits
regulatory filings with the appropriate regulatory agencies around the world to have the product candidate approved
for marketing. There can be no assurance that a compound that is the result of any particular program will obtain the
regulatory approvals necessary for it to be marketed.

Vaccine development follows the same general pathway as for drugs. Preclinical testing focuses on the vaccine s safety
and ability to elicit a protective immune response (immunogenicity). Pre-marketing vaccine clinical trials are typically
done in three phases. Initial Phase I clinical studies are conducted in normal subjects to evaluate the safety, tolerability
and immunogenicity of the vaccine candidate. Phase II studies are dose-ranging studies and may enroll hundreds of
subjects. Finally, Phase III trials typically enroll thousands of individuals and provide the necessary data on
effectiveness and safety. If successful, the Company submits regulatory filings with the appropriate regulatory

agencies. Also during this stage, the proposed manufacturing facility undergoes a pre-approval inspection during

which production of the vaccine as it is in progress is examined in detail.

In the United States, the FDA review process begins once a complete NDA is submitted and received by the FDA.
Pursuant to the Prescription Drug User Fee Act, the FDA review period targets for NDAs or supplemental NDAs is
either six months, for priority review, or ten months, for a standard review. Within 60 days after receipt of an NDA,

the FDA determines if the application is sufficiently complete to permit a substantive review. The FDA also assesses,

at that time, whether the application will be granted a priority review or standard review. Once the review timelines

are defined, the FDA will generally act upon the application within those timelines, unless a major amendment has

been submitted (either at the Company s own initiative or the FDA s request) to the pending application. If this occurs,
the FDA may extend the review period to allow for review of the new information, but by no more than 180 days.
Extensions to the review period are communicated to the Company. The FDA can act on an application by issuing an
approval letter or a complete response letter.

The Company anticipates filing an NDA with the FDA in 2009 for MK-0974, telcagepant, an investigational oral

calcitonin gene-related peptide receptor antagonist, which represents a new mechanism for the treatment of migraine
and has demonstrated efficacy comparable to zolmitriptan, an effective triptan, in the Phase III clinical program.
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The Company also anticipates filing an NDA with the FDA in 2009 for MK-7418, rolofylline, a potential first-in-class
selective adenosine A1 antagonist, which is a Phase III investigational drug being evaluated for the treatment of acute
heart failure.
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Additionally, the Company anticipates filing an NDA with the FDA in 2009 for MK-0653C, ezetimibe combined with
atorvastatin, an investigational medication for the treatment of dyslipidemia being developed by the
Merck/Schering-Plough joint venture.

The Company also anticipates regulatory action in 2009 on two supplemental filings that have been submitted to the
FDA: one for Gardasil, Merck s HPV vaccine, for use in males; and one for Isentress, a first-in-class integrase
inhibitor for the treatment of HIV-1 infection, for an expanded indication for use in treatment-naive patients.

In January 2009, the Company received a second complete response letter from FDA regarding the supplemental BLA
( sBLA ) for the use of Gardasil in women ages 27 though 45. The agency has completed its review of the response
that Merck provided in July 2008 and has recommended that Merck submit additional data when the 48 month study
has been completed. The initial sSBLA included data collected through an average of 24 months from enrollment into
the study, which is when the number of pre-specified endpoints had been met. Following a review of the final results
of the study, Merck anticipates providing a response to the agency in the fourth quarter of 2009. The letter does not
affect current indications for Gardasil in females ages 9 through 26 nor does the letter relate to the SBLA that was
submitted in December 2008 for the use of Gardasil in males.

In February 2009, data on several Phase III Isentress studies were presented at the 16 Conference on Retroviruses
and Opportunistic Infections in Montreal, Canada. In new subgroup analyses of a Phase III study (STARTMRK) that
compared Isentress to efavirenz (one of the leading antiretrovirals prescribed for previously untreated
(treatment-naive) HIV-infected patients), Isentress was found to be as effective as efavirenz at suppressing viral load
and provided improvements in immune system function across a broad spectrum of patient subpopulations through
48 weeks. The use of Isentress in previously untreated HIV-infected patients is an investigational use of the drug.
Both medicines were taken in combination with tenofovir/emtricitabine. In addition, results from two Phase III studies
(SWITCHMRK-1 and -2) evaluating the effect of switching patients whose HIV is controlled on a
lopinavir/ritonavir-based regimen to a regimen containing Isentress tablets showed that Isentress significantly
improved total cholesterol, triglycerides and non-HDL-cholesterol. The study also showed that Isentress did not
demonstrate non-inferior virologic efficacy at maintaining viral load suppression. As a result of the viral load findings
in these trials, Merck discontinued these two studies.

Merck currently has nine products in Phase III development (including MK-0974 and MK-7418 discussed above):

MK-8669, deforolimus, is a novel mTor (mammalian target of rapamycin) inhibitor being evaluated for the treatment
of cancer. The drug candidate is being jointly developed and commercialized with ARIAD Pharmaceuticals, Inc.,
under an agreement reached in 2007. A Phase III study (SUCCEED) in patients with metastatic soft-tissue or bone
sarcomas is under way. The Company continues to anticipate filing an NDA with the FDA in 2010.

V503 is a nine-valent HPV vaccine in development to expand protection against cancer-causing HPV types. The
Phase III clinical program is underway and Merck anticipates filing a BLA with the FDA in 2012.

MK-0822, odanacatib, is a highly selective inhibitor of the cathepsin K enzyme, which is being evaluated for the
treatment of osteoporosis. The Phase III program is ongoing. Merck continues to anticipate filing an NDA with the
FDA in 2012.

MK-0524A is a drug candidate that combines extended-release ( ER ) niacin and a novel flushing inhibitor, laropiprant.
MK-0524A has demonstrated the ability to lower LDL-cholesterol (LDL-C ), raise HDL-cholesterol ( HDL-C ) and
lower triglycerides with significantly less flushing than traditional extended release niacin alone. High LDL-C, low
HDL-C and elevated triglycerides are risk factors associated with heart attacks and strokes. In April 2008, Merck
received a non-approvable action letter from the FDA in response to its NDA for MK-0524A. At a meeting to the
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discuss the letter, the FDA stated that additional efficacy and safety data were required and suggested that the

Company wait for the results of the Treatment of HDL to Reduce the Incidence of Vascular Events ( HPS2-THRIVE )
cardiovascular outcomes study, which is expected to be completed in January 2012. Merck anticipates filing an NDA
with the FDA for MK-0524A in 2012.
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In July 2008, the Company announced that Tredaptive (also known as MK-0524A) was approved for marketing in the
27 countries of the EU, Iceland and Norway. Tredaptive is approved for the treatment of dyslipidemia, particularly in
patients with combined mixed dyslipidemia (characterized by elevated levels of LDL-C and triglycerides and low
HDL-C) and in patients with primary hypercholesterolemia (heterozygous familial and non-familial). Tredaptive
should be used in patients in combination with statins, when the cholesterol lowering effects of statin monotherapy is
inadequate. Tredaptive can be used as monotherapy only in patients in whom statins are considered inappropriate or
not tolerated. The launch of Tredaptive in Europe and other markets has been delayed due to a manufacturing-related
issue. Merck is committed to quickly resolving the issue and to making Tredaptive available in Europe as soon as
possible. In other countries around the world, Merck continues to pursue regulatory approvals for MK-0524A.

MK-0524B is a drug candidate that combines the novel approach to raising HDL-C and lowering triglycerides from
ER niacin combined with laropiprant with the proven benefits of simvastatin in one combination product. Merck will
not seek approval for MK-0524B in the United States until it files its complete response relating to MK-0524A.

MK-0859, anacetrapib, is an inhibitor of the cholesteryl ester transfer protein that has shown promise in lipid
management by raising HDL-C and reducing LDL-C without raising blood pressure. A Phase III study was initiated in
2008 and enrollment in a cardiovascular outcomes study is planned to begin in 2010. The Company anticipates filing
an NDA with the FDA beyond 2014.

MK-0431C combines Januvia with pioglitazone, another type 2 diabetes therapy. The Company anticipates filing an
NDA with the FDA in 2011.

In October 2008, Merck announced it will not seek regulatory approval for taranabant, an investigational medicine, to
treat obesity and has discontinued its Phase III clinical development program for taranabant for obesity. Available
Phase III data showed that both efficacy and adverse events were dose related, with greater efficacy and more adverse
events in the higher doses. Therefore, after careful consideration, the Company determined that the overall profile of
taranabant did not support further development for obesity.

In December 2008, the Company terminated its collaboration with Dynavax Technologies Corporation ( Dynavax ) for
the development of V270, an investigational hepatitis B vaccine, which was entered into in 2007. In October 2008,
Merck and Dynavax received notification from the FDA regarding the two companies response to the agency s request
for safety information relating to the clinical hold on the two Investigational New Drug ( IND ) Applications for V270.
In issuing the clinical hold in March 2008, the FDA requested a review of clinical and safety data including all

available information about a single case of Wegener s granulomatosis, an uncommon disease in which the blood
vessels are inflamed, reported in a Phase III clinical trial. Dynavax and Merck had previously provided a response to

the FDA in September 2008. In its October 2008 correspondence, the FDA advised the companies that the balance of
risk versus potential benefit no longer favored continued clinical evaluation of V270 in healthy adults and children.

The Company s clinical pipeline includes candidates in multiple disease areas, including anemia, atherosclerosis,
cancer, diabetes, heart failure, hypertension, infectious diseases, migraine, neurodegenerative diseases, psychiatric
diseases, osteoporosis, pain, and respiratory disease. The Company supplements its internal research with an
aggressive licensing and external alliance strategy focused on the entire spectrum of collaborations from early
research to late-stage compounds, as well as new technologies. The Company completed a number of transactions in
2008, including research collaborations, preclinical and clinical compounds, and technology transactions across a
broad range of therapeutic categories.

In September 2008, Merck and Japan Tobacco Inc. ( JT ) signed a worldwide licensing agreement to develop and

commercialize JTT-305, an investigational oral osteoanabolic (bone growth stimulating) agent for the treatment of
osteoporosis, a disease which reduces bone density and strength and results in an increased risk of bone fractures.
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JTT-305 is an investigational oral calcium sensing receptor antagonist that is currently being evaluated by JT in
Phase II clinical trials in Japan for its effect on increasing bone density and is in Phase I clinical trials outside of
Japan. Under the terms of the agreement, Merck gained worldwide rights, except for Japan, to develop and
commercialize JTT-305 and certain other related compounds. JT received an upfront payment of $85 million, which
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the Company recorded as Research and development expense, and is eligible to receive additional cash payments
upon achievement of certain milestones associated with the development and approval of a drug candidate covered by
this agreement. JT will also be eligible to receive royalties from sales of any drug candidates that receive marketing
approval. The license agreement between Merck and JT will remain in effect until expiration of all royalty and
milestone obligations, and may be terminated in the event of an uncured material breach by the other party. The
agreement may also be terminated by Merck without cause before initial commercial sale of JTT-305 by giving six
months prior notice to JT, and thereafter by giving one year prior notice thereof to JT. The license agreement may also
be terminated immediately by Merck if Merck determines due to safety and/or efficacy concerns based on available
scientific evidence to cease development of JTT-305 and/or to withdraw JTT-305 from the market on a permanent
basis.

In February 2009, Merck entered into a definitive agreement with Insmed Inc. ( Insmed ) to purchase Insmed s portfolio
of follow-on biologic therapeutic candidates and its commercial manufacturing facilities located in Boulder, Colorado.
Under the terms of the agreement, Merck will pay Insmed an aggregate of $130 million in cash to acquire all rights to

the Boulder facilities and Insmed s pipeline of follow-on biologic candidates. Insmed s follow-on biologics portfolio
includes two clinical candidates: INS-19, an investigational recombinant granulocyte-colony stimulating factor

(' G-CSF ) that will be evaluated for its ability to prevent infections in patients with cancer receiving chemotherapy, and
INS-20, a pegylated recombinant G-CSF designed to allow for less frequent dosing. The agreement provides for initial
payments of up to $10 million for INS-19 and INS-20. Merck will pay Insmed the remaining balance upon closing of

the transaction, which is expected by the end of the first quarter of 2009, without any further milestone or royalty
obligations.

The chart below reflects the Company s current research pipeline as of February 15, 2009. Candidates shown in
Phase III include specific products. Candidates shown in Phase I and II include the most advanced compound with a
specific mechanism in a given therapeutic area. Small molecules and biologics are given MK-number designations
and vaccine candidates are given V-number designations. Back-up compounds, regardless of their phase of
development, additional indications in the same therapeutic area and additional claims, line extensions or formulations
for in-line products are not shown. All clinical programs in Merck BioVentures division are included.

Phase I
Alzheimer s Disease
V950
Anemia
MK-2578
Cancer
MK-0752
MK-1775
MK-2206
MK-4101
MK-4827
MK-5108
MK-8033
V934/V935
Cardiovascular
MK-1597
MK-3614
MK-8984
Phase I
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Diabetes

MK-4074
Infectious Disease
MK-3281
Neurologic
MK-5395
Neutropenia
INS-19

INS-20

Psychiatric Disease
MK-0594

MK-8368

MK-8998
Respiratory Disease
MK-5932

Atherosclerosis
MK-1903

MK-6213

Cancer

MK-0646

Diabetes

MK-0893

MK-0941

MK-8245
Infectious Disease
MK-7009

V419

V710

Insomnia

MK-4305
Neurologic
MK-0249
Osteoporosis
MK-5442 (JTT-305)
Psychiatric Disease
MK-5757
Respiratory Disease
MK-0476C
MK-0633
Sarcopenia
MK-2866

Acute Heart Failure
MK-7418
(rolofylline)
Atherosclerosis
MK-0524A
(extended-release
niacin/laropiprant)
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MK-0524B
(extended-release
niacin/laropiprant/
simvastatin)
MK-0859
(anacetrapib)
Cancer
MK-8669
(deforolimus;
AP23573)
Diabetes
MK-0431C
HPV
V503
Migraine
MK-0974
(telcagepant)
Osteoporosis
MK-0822
(odanacatib)
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All product or service marks appearing in type form different from that of the surrounding text are trademarks or
service marks owned by or licensed to Merck, its subsidiaries or affiliates (including Zetia and Vytorin, trademarks
owned by entities of the Merck/Schering-Plough partnership), except as noted. Cozaar and Hyzaar are registered
trademarks of E.I. du Pont de Nemours and Company, Wilmington, DE and Prilosec and Nexium are trademarks of
the AstraZeneca group. The U.S. trademarks for Vasotec and Vaseretic are owned by Biovail Laboratories
Incorporated.

Employees

As of December 31, 2008, the Company had approximately 55,200 employees worldwide, with approximately 28,800
employed in the United States, including Puerto Rico. Approximately 21% of worldwide employees of the Company
are represented by various collective bargaining groups.

In October 2008, the Company announced a global restructuring program (the 2008 Restructuring Program ) to reduce
its cost structure, increase efficiency, and enhance competitiveness. As part of the 2008 Restructuring Program, the
Company expects to eliminate approximately 7,200 positions 6,800 active employees and 400 vacancies across all
areas of the Company worldwide by the end of 2011. About 40% of the total reductions will occur in the United
States. As part of the 2008 Restructuring Program, the Company is streamlining management layers by reducing its
total number of senior and mid-level executives globally by approximately 25%. Merck will rollout a new, more
customer-centric selling model designed to provide Merck with a meaningful competitive advantage and help
physicians, patients and payers improve patient outcomes. The Company also will make greater use of outside
technology resources, centralize common sales and marketing activities, and consolidate and streamline its operations.
Merck s manufacturing division will further focus its capabilities on core products and outsource non-core
manufacturing. In addition, Merck is expanding its access to worldwide external science through a basic research
global operating strategy, which is designed to provide a sustainable pipeline and is focused on translating basic
research productivity into late-stage clinical success. To increase efficiencies, basic research operations will
consolidate work in support of a given therapeutic area into one of four locations. This will provide a more efficient
use of research facilities and result in the closure of three basic research sites in Tsukuba, Japan; Pomezia, Italy; and
Seattle by the end of 2009.

Environmental Matters

The Company believes that it is in compliance in all material respects with applicable environmental laws and
regulations. In 2008, the Company incurred capital expenditures of approximately $18.7 million for environmental
protection facilities. The Company is also remediating environmental contamination resulting from past industrial
activity at certain of its sites. Expenditures for remediation and environmental liabilities were $34.5 million in 2008,
$19.5 million in 2007, $12.6 million in 2006, and are estimated at $47.1 million for the years 2009 through 2013.
These amounts do not consider potential recoveries from other parties. The Company has taken an active role in
identifying and providing for these costs and, in management s opinion, the liabilities for all environmental matters
which are probable and reasonably estimable have been accrued and totaled $89.5 million at December 31, 2008.
Although it is not possible to predict with certainty the outcome of these environmental matters, or the ultimate costs
of remediation, management does not believe that any reasonably possible expenditures that may be incurred in excess
of the liabilities accrued should exceed $70.0 million in the aggregate. Management also does not believe that these
expenditures should have a material adverse effect on the Company s financial position, results of operations, liquidity
or capital resources for any year.

Geographic Area Information
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The Company s operations outside the United States are conducted primarily through subsidiaries. Sales worldwide by
subsidiaries outside the United States were 44% of sales in 2008 and 39% of sales in 2007 and 2006.

The Company s worldwide business is subject to risks of currency fluctuations, governmental actions and other
governmental proceedings abroad. The Company does not regard these risks as a deterrent to further expansion of its
operations abroad. However, the Company closely reviews its methods of operations and adopts strategies responsive
to changing economic and political conditions.

17

Table of Contents 38



Edgar Filing: MERCK & CO INC - Form 10-K

Table of Contents

In recent years, the Company has been expanding its operations in countries located in Latin America, the Middle
East, Africa, Eastern Europe and Asia Pacific where changes in government policies and economic conditions are
making it possible for the Company to earn fair returns. Business in these developing areas, while sometimes less
stable, offers important opportunities for growth over time.

Financial information about geographic areas of the Company s business is discussed in Item 8. Financial Statements
and Supplementary Data below.

Available Information

The Company s Internet website address is www.merck.com. The Company will make available, free of charge at the

Investor Information portion of its website, its Annual Report on Form 10-K, Quarterly Reports on Form 10-Q,
Current Reports on Form 8-K, and all amendments to those reports filed or furnished pursuant to Section 13(a) or
15(d) of the Securities Exchange Act of 1934, as amended, as soon as reasonably practicable after such reports are
electronically filed with, or furnished to, the Securities and Exchange Commission ( SEC ).

The Company s corporate governance guidelines and the charters of the Board of Directors six standing committees
are available on the Company s website at www.merck.com/about/corporategovernance and all such information is
available in print to any stockholder who requests it from the Company.

Item 1A. Risk Factors.

You should carefully consider all of the information set forth in this Form 10-K, including the following risk factors,
before deciding to invest in any of the Company s securities. The risks below are not the only ones the Company faces.
Additional risks not currently known to the Company or that the Company presently deems immaterial may also

impair its business operations. The Company s business, financial condition, results of operations or prospects could be
materially adversely affected by any of these risks. This Form 10-K also contains forward-looking statements that
involve risks and uncertainties. The Company s results could materially differ from those anticipated in these
forward-looking statements as a result of certain factors, including the risks it faces as described below and elsewhere.
See Cautionary Factors that May Affect Future Results below.

The Company faces significant litigation related to Vioxx.

On September 30, 2004, the Company voluntarily withdrew Vioxx, its arthritis and acute pain medication, from the
market worldwide. As of December 31, 2008, approximately 10,800 product liability lawsuits, involving
approximately 26,800 plaintiff groups, alleging personal injuries resulting from the use of Vioxx, have been filed
against the Company in state and federal courts in the United States. The Company is also a defendant in
approximately 242 purported class actions related to the use of Vioxx. (All of these suits are referred to as the Vioxx
Product Liability Lawsuits .) As discussed above, on November 9, 2007, the Company announced that it had entered
into an agreement (the Settlement Agreement ) with the law firms that comprise the executive committee of the
Plaintiffs Steering Committee of the federal multidistrict Vioxx litigation as well as representatives of plaintiffs
counsel in the Texas, New Jersey and California state coordinated proceedings to resolve state and federal MI and IS
claims filed as of that date in the United States. The Settlement Agreement, which also applies to tolled claims, was
signed by the parties after several meetings with three of the four judges overseeing the coordination of more than
95% of the current claims in the Vioxx product liability litigation. The Settlement Agreement applies only to U.S. legal
residents and those who allege that their MI or IS occurred in the United States.

As of October 30, 2008, the deadline for enrollment in the Settlement Program, more than 48,100 of the
approximately 48,325 individuals who were eligible for the Settlement Program and whose claims were not
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1) dismissed, 2) expected to be dismissed in the near future, or 3) tolled claims that appear to have been abandoned
had submitted some or all of the materials required for enrollment in the Settlement Program. This represents
approximately 99.8% of the eligible MI and IS claims previously registered with the Settlement Program. Under the
terms of the Settlement Agreement, Merck could exercise a right to walk away from the Settlement Agreement if the
thresholds and other requirements were not met. The Company waived that right as of August 4, 2008. The waiver of
that right triggered Merck s obligation to pay a fixed total of $4.85 billion. Payments will be made in installments into
the settlement funds. The first payment of $500 million was made in August 2008 and an additional payment of
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$250 million was made in October 2008. Additional payments will be made on a periodic basis going forward, when
and as needed to fund payments of claims and administrative expenses.

Of the plaintiff groups described above, most are currently in the Vioxx Settlement Program. As of December 31,
2008, 70 plaintiff groups who were otherwise eligible for the Settlement Program have not participated and their
claims remained pending against Merck. In addition, the claims of 1,400 plaintiff groups who are not eligible for the
program remained pending against Merck. A number of the 1,400 plaintiff groups are subject to motions to dismiss
for failure to comply with court-ordered deadlines. Since December 31, 2008, hundreds of these plaintiff groups have
since been dismissed.

Claims of certain individual third-party payors remain pending in the New Jersey court, and counsel purporting to
represent a large number of third-party payors has threatened to file numerous additional such actions. Discovery is
currently ongoing in these cases, and a status conference with the court took place in January 2009 to discuss
scheduling issues, including the selection of early trial pool cases.

There are also pending in various U.S. courts putative class actions purportedly brought on behalf of individual
purchasers or users of Vioxx and claiming either reimbursement of alleged economic loss or an entitlement to medical
monitoring. All of these cases are at early procedural stages, and no class has been certified. In New Jersey, the trial
court dismissed the complaint in the case of Sinclair, a purported statewide medical monitoring class. The Appellate
Division reversed the dismissal, and the issue was appealed to the New Jersey Supreme Court. That court heard
argument on October 22, 2007. On June 4, 2008, the New Jersey Supreme Court reversed the Appellate Division and
dismissed this action.

In addition to the Vioxx Product Liability Lawsuits, various purported class actions and individual lawsuits have been
brought against the Company and several current and former officers and directors of the Company alleging that the
Company made false and misleading statements regarding Vioxx in violation of the federal and state securities laws
(all of these suits are referred to as the Vioxx Securities Lawsuits ). On April 12, 2007, Judge Chesler granted
defendants motion to dismiss the complaint with prejudice. Plaintiffs appealed Judge Chesler s decision to the United
States Court of Appeals for the Third Circuit. On September 9, 2008, the Third Circuit issued an opinion reversing
Judge Chesler s order and remanding the case to the District Court. On September 23, 2008, Merck filed a petition
seeking rehearing en banc, which was denied. The case was remanded to the District Court in October 2008, and
Plaintiffs have filed their Consolidated