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R&D Cost  (2012) 

$4 B $6 B $16 B $4 B $12 B 

Research & Development 

• 10-15 Years to develop 

• 1975  -  USD 138 million 

• 2014  -  USD 1.5 BILLION 

• Very high per-Drug 
development cost  

• Heavily Regulated 

• 2011 - 35 new 
pharmaceuticals launched 
out of 3,200 compounds 

• 2015 – Revenue to 
contract 0.4% due to high 
R&D costs 

• Shifting to less lucrative or 
niche product segments 

• 38 B – Phase III  

HIGH Risk = HIGH Rewards 



Acquisitions (Industry Consolidation) 

• High R&D costs 

• Expectation of fast growth 

• Keep up with Revenues 

• Patent Cliff  

• Addition to product 
portfolio 

• Threat from generic and 
biosimilar products 

• Diversification  

• Stronger positioning in 
existing markets 

• Enter new markets  

• Cost savings through 
Synergies 

 

 



About Merck 

• Jacob Friedrick Merck acquired The Angel Pharmacy in 1668 
which led to the beginning of Merck & Co. 

• Known as Merck in US and Canada  

• Known as Merck Sharp & Dohme Corp (MSD) rest of the world 

• Four Operating Divisions 

• 7th largest Company in the Industry as per Revenue Ranking 

• 2014 R&D Expense - $6.5 billion 
 



Merck’s Acquisition  

Of Schering-Plough  

Purchase Price $49.6 Billion or $28.19 per SP common share 

Cash/ Share Mix $10.50 Cash and 0.5767 of SP share 

Funding Combination of Cash, Debt and Equity 

Ownership 
Old Merck  - Merck Sharp & Dohme 
Schering-Plough – Merck & Co. Inc. 

Products added 
Pfizer originally 27 in phase III which 
increased to 34 after merger 

   Acquisition completed on November 3, 2009 



About Pfizer  

• Founded in 1849 and has been in the industry  

     more than 150 years. 

• Largest Biopharmaceutical Company (Giant) 

• Nine principal operating divisions 

• 4th largest Company in the Industry as per Revenue Ranking 

• History of Acquisitions 
 



Pfizer’s Acquisition of Wyeth 

• Acquisition completed on October 15, 2009 

Purchase Price $68.2 Billion or $50.40 per Wyeth CS 

Cash/ Share Mix $33.00 Cash and 0.985 of Pfizer share 

Funding Combination of Cash, Debt and Equity 

Ownership 
Wyeth – Wholly owned Subsidiary 
Pfizer – approx. 84% rest minority S/H 

Products added 
Pfizer originally 27 in phase III which 
increased to 34 after merger 



Pfizer’s Acquisition of Wyeth 

Pfizer’s Strategic Goals Advanced by Wyeth merger 

Strong Positioning Increased Product portfolio 

New and Existing 
Markets 

Enters the new Vaccines market – Prevnar 
Leader in Biologics - Enbrel 

Complementary 
Business 

Added Consumer and Nutritional divisions 
Strengthen Animal Health division 

Cost Savings 
Expected savings due to synergies and 
combined workforce up to $4.0 B by 2012 

Financial Benefits 
EPS Growth outpaced Revenue Growths 
Adj. Income and Diluted EPS Increased 

Merger delivered Value to Shareholders and Stakeholders 



Areas of Analysis: 
 

1. Pipeline Showdown 

2. Research & Development 

(accounting focused) 

3. Regulatory Compliance  

 

 

Conclusion: 

Final Investment Decision 



PIPELINE 



Breakdown 

1. Areas of Focus/Specialties 

 

2. Current Products 

 

3. Future Products/Drug Pipeline 



Areas of Focus 

• Primary Care (Diabetes, Cardiovascular)  

 

• Women’s Health  

 

• Hospital and Specialty (Hepatitis, HIV, Acute 
Care, Immunology)  

 

• Vaccines  



Ebola Vaccine 
• April 2015: Merck’s Ebola  
vaccine entered Phase III  
testing in Sierra Leone  

 
• Shown to be 100%  
effective in preventing Ebola,  
according to an interim look  
from a late-stage study 

 
 

• "Our motivation to pursue this opportunity was to address 
a public health need," Merck Vaccines' Mark Feinberg said 
in a telephone interview. "We did not believe this was a 
commercial opportunity." 
 



Top Selling Products 



Patent Protection 
• “The Company depends upon patents to provide it with 

exclusive marketing rights for its products for some 
period of time. Loss of patent protection for one of the 
Company’s products typically leads to a significant and 
rapid loss of sales for that product, as lower priced 
generic versions of the drug become available”  

 

• Singulair patent expired in 2012 

– 2011 Sales: $5.5 billion 

– 2012 Sales: $1.34 billion 





Januvia 
• Treats Type-2 Diabetes 

 

• Introduced in 2006 

 

• Low side effects and easy to use  

 

• Past three years: Over $12 billion in revenue  

– 2014 Sales: $3.93 billion 

 

• Patent protection until 2022  



Remicade 
• Treats chronic inflammatory diseases 

 

• Costs between $19,000 and $22,000  

per year 
– 2014: $2.372 billion  

– 2013: $2.271 billion  

– 2012: $2.076 billion 

 

• Marketing rights in Eastern Europe, Russia 
and Turkey 

• Patents have expired or set to soon 
– 10% decline in sales for the fourth quarter of 2014 

 



Pipeline 
• Phase I: Testing on a small number of healthy 

human volunteers in order to find any possible 
side effects  
– Emphasis = Safety  

• Phase II: Testing on a larger number of humans 
who are suffering from the illness 
– Emphasis = Effectiveness 

• Phase III: Larger scale. Tested on different 
populations, in different dosages and in 
combinations with other drugs  

• Under Review 

 





Keytruda 
• Under review by the  
European Medicines  
Agency for the treatment  
of advanced melanoma   

 
 

• Keytruda clinical development program also 
includes studies in more than 30 cancers 
including: bladder, colorectal, gastric, head and 
neck, non-small-cell lung, among others 
 

• Received priority-review status from the FDA for 
non-small-cell lung cancer  



Keytruda 
• September 2014: FDA approved Keytruda at a dose of 

2mg/kg every three weeks for the treatment of 
patients with certain types of melanoma   

 
 

• Cost patients around  
$12,500 a month  

 
 

• Projected to reach $5  
billion in annual revenues once fully approved 

 
 

• Patent protection until 2028  



Reasons to be Optimistic 
• Efficient in responses to emerging medical issues 

 
• Top products under patent protection 

– Except Remicade 
 

• Pipeline is extremely promising  
 

• Roger Perlmutter 
 

• Revenue declining  
– 2014: $42.237 billion 
– 2013: $44.033 billion 
– 2012: $47.267 billion 



Pfizer pipeline 

Pfizer is divided into 2 main businesses: 

1. Innovative Products (divided into 2 sectors) 
 Global Innovative Pharmaceutical segment (GIP) 

 Global Vaccines, Oncology and Consumer Healthcare 
segment (VOC) 

 Very specialized fields of medicine 

2. Established Products  

 Mostly, the popular drugs we know, that      
cater to more traditional problems, like        
high cholesterol 



Pfizer pipeline of April 28.2015 



 Oncology is crucial area: 

Future 
success of 

major 
cancer 
drug 

partially 
attributed 
to Merck* 



Top 50 pharmaceutical products by global sales: 



Top 50 pharmaceutical products by global sales: 

A joint project 
with Amgen and 

Takeda (how much 
of this number is 
being shared with 

the other two 
companies?) 



Top 50 pharmaceutical products by global sales: 



More Patent Issues 

 Lipitor, once the world’s biggest selling drug – 
peaking at annual sales of more than $9 billion 
and with lifetime sales of more than $131 
billion – is expected to generate about $3 
billion in sales in 2015.” Lipitor still remains 
the highest grossing drug of all time. Of note, 
Lipitor’s U.S. patent expired in 2011. 



Patent cliff Issues: 

Three top Pfizer drugs are expired: 

Lyrica, which expired in 2013.  

Celebrex, which expired in 2014. 

Detrol, which expired in 2012. 
 



2012 2013 2014 

Patent Status, Pfizer Drug Revenue Sources  



2012 2013 2014 

Patent Status, Merck Drug Revenue Sources  



Conclusion: 
 
1. Pfizer has greater 
exposure to patent cliff. 
 
2. One of Pfizer’s major 
cancer drugs relies on 
Merck’s cancer drug 
Keytruda (a mix of the 
two). Pfizer will likely 
have to share the profits. 



Conclusion: 
 
1. Meck’s pipeline is more 

focused on drugs that 
meet emerging AND 
critical needs – like 
cancer, HIV, Ebola, and 
Hep C.  
 

2. Innovation in Merck 
pipeline is stronger. 
 

3. LESS patent cliff risk. 



Implications of R&D and 
Acquisition Accounting 

Corinne Palmer 



R&D Expense 

• Recorded on the income statement 

• Made up of expenses from: 
– Internal R&D Division 

– Separate operating segments 

– Impairment Charges (In process research and 
development) 

• Up front and Milestone Payments 
– Partnerships 

– Licensing Agreements 



R&D through M&A 

Acquisition Price- 
$3.9 billion 

Record IPR&D Asset of 
$3.2 billion  

a Balance Sheet item 
(Indefinite life intangible 

asset, subject to 
impairment) 

Once drug is approved, 
becomes definite life 

asset, amortized 
accordingly 

Asset is reclassified 
to an individual 

product or product 
rights (folded into 

intangible) 



R&D Expense- $7.2 billion 
 
In Process R&D- $4.3 billion 
 
IPR&D Impairment- $49 million 

R&D Expense- $8.4 billion 
 
In Process R&D- $387 million 
 
IPR&D Impairment- $190 million 

Why such a big difference? 



R&D Expense 

• $8.4 billion 

• Pfizer Worldwide R&D- different research units- $4.5 
billion 

• R&D Transferred to 3 segments when proof of concept 
achieved 

• Global Innovative Pharmaceutical- $1.6 billion 

• Global vaccines, oncology, and consumer healthcare- 
$925 million 

• Global established Pharmaceutical - $657 million 

• Up front and milestone payments- $1.4 billion 

• $7.2 billion 

• Merck Research Laboratories- Main R&D division 

• $3.7 incurred directly by Merck Research Labs 

• $2.8 billion- costs incurred by divisions that support 
R&D 

o Includes depreciation, production and G&A activities, and 
licensing activity 



In Process Research and Development 

“Pipeline programs measured at fair value and 
capitalized in connection with mergers and 

acquisitions.” -Pfizer 10K 

Merck- $4.3 billion 

Pfizer- $387 million 

 

 

 

 

Merck IPR&D 

MK-3862 (14) $3.2 billion 

Bridion (13) $200 million 

Pfizer IPR&D 

InnoPharma (14) $212 million 

Next Wave (12) $45 million 



IPR&D Impairment 

• Recorded as part of R&D 
expense 

• Occurs when drugs do not 
reach profitability or 
approval 

• Usually full write offs of 
IPR&D assets 

 

Total= $810 million 

Total= $528 million 

Merck 2012 2013 2014 

IPR&D Gross Carrying Balance 2,393 1,856 4,345 

IPR&D Impairment 200 279 49 

IPR&D Impairment Charge as a 
% of IPR&D Carrying Balance 8.4% 15.0% 1.1% 

Pfizer 

IPR&D Gross Carrying Balance 688 1,856 387 

IPR&D Impairment 393 227 190 

IPR&D Impairment Charge as a 
% of IPR&D Carrying Balance 57.1% 12.2% 49.1% 



In Conclusion… 
• Merck has a more stable and consistent R&D 

Expense 

• Merck has demonstrated greater success in 
acquisitions of IPR&D. 

– Quality of drugs in IPR&D 

– Acquiring drugs that stuck with Merck’s mission 

– Lower IPR&D impairment costs 



  



• Common types violations in big pharma 
– Off-Label promotion 

– The FDA approves only specific uses for drugs, any other 
use may not be marketed 

– Doctors have discretion to prescribe other uses for meds, 
but companies cannot “educate” or try to sell the other 
uses to doctors 

– Kickbacks 
– For decades big pharmaceutical companies have been 

paying the doctors who prescribe their medicine the most 
– Companies create elaborate and hard to trace payment 

methods that make kickbacks very hard to track 
• For example: Speaking engagements 

– Highly illegal and very dangerous for the general public, 
we don’t want to be prescribed medicine we don’t need! 

– Bribery 
– The FCPA was created to lengthen the reach of the United 

States government to try to tackle bribery 
– It is against FCPA regulations to bribe any foreign official 
– Pervasive and hard to catch 
 



     

• 2009 - $2.3 Billion dollar settlement for violations 
relate to Off-Label Promotion 

» “the largest health care fraud settlement in the history of the 
Department of Justice”  - United States Department of Justice 

» Pervasive sales and marketing scheme to try to get doctors 
to promote 13 different drugs for off label uses. 

» Sales teams were incentivized to use such sales schemes 
» Largest health care fraud settlement in history of US DOJ 

• 2011- $14.5 Million dollar settlement for Off-
Label Promotion 

• 2012 - $45 Million to SEC and $15 Million to DOJ 
for FCPA Violations for bribery 

» Violations spanned across 8 countries 

 



      • 2011- $950 million For Off-Label Promotion 
– Pervasive and organization wide violations 
– Used “tutorial program“ which was really just a way to promote 

Off-Label 
 

• 2015 - $5.9 Million Civil violations related to Off-
Label Promotion 

– Off-Label promotion by firm that was acquired by Merck, 
violations occurred before Merck’s acquisition 

 
• 2015 – No fine or settlement stemming from DOJ 

probe 
 



  

Pfizer Merck 

Violation Settlement & Fines Violation Settlement & Fines 

2009 – FCA violations related to 
off-label promotion 

$2.3 billion 2011 – FCA violations related to 
off-label promotion  

$950 million 

2011 – FCA violations related to 
off-label promotion 

$14.5 million 2015 – civil violations related to 
off-label promotion 

$5.9 million 

2012 – FCPA violations (SEC 
complaint) 

$45 million 2010 – 2014 DOJ FCPA probe No fines/settlement 

2012 – FCPA violation (DOJ 
complaint) 

$15 million     

        

Total (approx.) $2,374,500,000    $955,900,000 

VS 



  Merck’s Advanced Analytics 

• In 2010, Merck started using 
advanced analytics in their internal 
audit efforts 
 

• These efforts have been expanding 
in the past 5 years 
 

• Even though we can not be totally 
sure if the advanced analytics are 
the reason that they have not seen 
a pattern of FCA/FCPA violations, 
we can safely assume that it is 
playing some part 



    Summing up 

• Pfizer and Merck both have a history of violations 
 

• Pfizer has shown more of a pattern of violations 
compared to Merck 
 

• Merck’s utilization of advanced analytics are promising 
 

• Based on regulatory compliance considerations, we 
would feel that an investment in Pfizer poses a large 
risk 
 

• An investment is Merck poses some compliance risk, 
but that is somewhat mitigated by technological 
advances in auditing practices and lack of a pattern of 
violations 



• Merck’s Development of Keytruda 
– An oncology drug that stimulates the body to use 

its own processes to battle cancer 

• Patent Cliff risks 
– Drugs that contribute 40% - 50% of Merck’s 

annual revenue ( 2012 – 2014) will not lose 
patent exclusivity for at least 5 years. 

– Drugs that contribute 70% of Pfizer’s annual 
revenue have already lost patent exclusivity. 

• R&D Expense 
– Merck spends less, acquisition focused on key 

expansion areas, eg, cancer, Hepatitis C, drug-
resistant bacteria 

http://www.fool.com/investing/general/2015/02/07/5-things-merck-co-incs-management-wants-you-to-kno.aspx 

FINAL EVALUATION: MERCK vs. PFIZER 



Comparison of Merck and Pfizer’s P/E Ratio 
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Market Data on Free Cash Flows & Dividend 

PFE MRK 

FCF ($ 
billion) 

Dividends Div. As a % 
of FCF 

FCF ($ 
billion) 

Dividends Div. As a % 
of FCF 

3/15 Q1 $13.2 $6.7 50% $6.5 $5.1 80% 

3/14 Q1 $15.0 $6.5 43% $10.4 $5.2 51% 

3/13 Q1 $15.3 $6.7 44% $8.2 $5.1 62% 

3/12 Q1 $16.5 $6.2 34% $9.8 $4.8 49% 

Merck has generated fewer free cash flows than Pfizer but its dividends, on 
average, represent a greater percentage of FCF 



Final Investment Decision 

https://en.wikipedia.org/wiki/File:Merck_Logo.svg 



“. . . IN THE EYE 
OF THE BRIBE 
HOLDER”  

Data Analytics and a Real Life 
Pharma Mystery 
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(Pay > $70) 

























COINCIDENCE? 

( . . . And  thank  you for tuning in ) 

Note: The prior analysis, including all visualizations, should not be considered or taken as evidence, an 
accusation, or an allegation of fraud or any impropriety against Merck & Co. or any medical provider noted. 




