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Key Financial Metrics  

Business Summary 

Gilead is a leading biotechnology company that develops and produces pharmaceuticals for a variety of unmet 
medical afflictions. Gilead’s main business focuses on the treatment and cure of Hepatitis C and the treatment of HIV/AIDS. 
In addition to HIV and HCV, they have recently been expanding oncology, inflammation, and cardiovascular segments. 

Gilead is the global leader in Hepatitis C treatment with its drugs Sovaldi and Harvoni. Sovaldi, a combined-
treatment regimen, was the first ever cure for Hepatitis C.  Gilead later developed its successor, Harvoni, a single treatment 
cure for Hepatitis C.  Both drugs have been proven to be over 96% effective, with minimal side effects. While Gilead was 
first to cure Hepatitis C, AbbVie’s Viekira Pak and Merck’s recently approved Zepatier have entered the HCV 
space.  However, Viekira Pak requires multiple pills and has triggered FDA warnings for risk of serious liver injury.  As 
competition strengthens, Gilead continues to develop new drugs for additional unmet diseases while also seeking 
expansion of current products to foreign markets.   

Outside of Hepatitis C, Gilead has a favorable pipeline of 11 drugs currently in Phase 3, with its single-tablet HIV 
treatment Genvoya recently receiving FDA approval.  Other drugs in the pipeline consist of new treatments for HIV, 
Hepatitis C, Hepatitis B, pancreatic and gastric cancer, and inflammation and cardiovascular disease.  Gilead also recently 
acquired EpiTherapeutics in May, 2015 for $65 million. This acquisition has improved its drug pipeline with preclinical 
small molecule inhibitors of enzymes involved in regulating gene transcription in cancer. 

 

Stock Price: $101.74 (4/21/16)  Market Cap: 137,821M                  Sector: Health Care 
52-Week High: $123.37   P/E Ratio: 8.54                   Industry: Health Care Supply Chain 
52- Week Low: $81.89   EPS: $12.36    ROE: 106.64% 
FCF/Share (LTM): 5.57   ROIC: 52.4%    Gross Margin: 87.73%       
FCF Yield: 6.6%    ROA: 41.87%    EBITDA: $23,291     
Beta: .44    Debt/Com Equity: 119.67%  Debt/Assets: 42.79%   
 

Business Summary 

Stock Performance vs. SP500 (1 Year) Corporate Information 

Management:  
     President/CEO: John F. Milligan 
     Chairman: John C. Martin 
     Exec VP/CFO:   
     Robin L. Washington 
 
Headquarters: 
     Foster City, CA 
 
Employees:  
     8,000 (As of Dec. 31, 2015) 
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Industry Overview 

The healthcare industry has experienced significant 

changes over the past year regarding increasing political 

tension. However, there is a tremendous amount of 

innovation and discovery to be seen in biotechnology and 

health care. Also, as emerging nations begin to develop a 

larger middle class, it will lead to expanding markets as well 

as support long term growth of these companies.  

In the recent past, there has been increasing 
concern regarding the uncertainty of the U.S. health care 
reform as well as drug pricing and reimbursement pressure. 
Changes to the Affordable Care Act will have an impact on 
the long-term potential of the healthcare industry for the 
future. Also, as biotech firms continue to introduce highly 
priced medications, public scrutiny regarding their high 
margins will remain prominent. However, this public 
scrutiny does not seem to have gained any relevance but has 
made many headlines and caused short-term volatility in 
stock prices. There have also been many mergers and 
acquisitions in the past year that have yet to show their 
impact on the industry. Generic drug manufacturers have 
also begun to cause a threat to high margin companies by 
undercutting prices for similar medications. 

Despite uncertainty regarding the U.S. health care 
reform, biotech drug innovation has remained strong. The 
FDA continues to approve record numbers of drugs as 
biotech research continues to generate breakthrough 
therapies. In 2015, 45 novel drugs were approved as New 
Molecular Entities (NMEs), which are chemical structures 
that have never been approved before, often serving 
previously unmet medical needs. Gilead’s single-tablet HIV 
regimen, Genvoya, was among this list and fast tracked due 
to its potential to serve unmet medical needs. The bar graph 
in figure 2 illustrates the growth of NME approvals in the 
past ten years.   Overall, as these new drugs come to the 
market, new consumers around the world will be gaining 
access to these modern medicines. The growing middle class 
of emerging markets will lead to an increase in market share 
by newly developed nations.  Companies that have displayed 
promising pipelines of potential new drugs remain as strong 
candidates for investment.  

Year to date, as of 4/20/2016, the S&P 500 Biotech 
Index has dropped a total of 18% after slowly recovering 
from a 52 week low in February 2016.  As seen in figure 1, 
this is a significant underperformance compared to the S&P 
500, largely due to the fear of pricing regulation. The top 
S&P 500 Biotech gainers year to date are Baxalta and 
Amgen, who have risen 5.90% and .55% respectively.  The 
top losers are Vertex Pharmaceuticals and Illumina, who 
have dropped 28.77% and 33.87% respectively.  Despite 
widespread underperformance, earnings remain strong and 
the average EPS of Biotech firms in the S&P 500 has grown 
16% in the past year.  

 

 
 

Figure 1- S&P 500 Biotech Performance YTD SPY 

Figure 2- Historical FDA Approval of NMEs 

Figure 3- EPS Growth of S&P 500 Biotech Companies 
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Competitive Landscape  

Gilead has also been a leader in HIV since 2001. Seven out of ten American HIV patients 
initiate their treatment with a Gilead product and the top five HIV regimens in the U.S and Europe each 
contain a Gilead product (as seen in figure 6). In terms of the competitive landscape, Gilead’s most 
daunting competitive pressures lie in generic manufacturers once patents for Viread (U.S and Europe) 
and Atripla (Europe only) will expire in 2018.  

 

Since Sovaldi was first introduced in 2012, Gilead has been a dominant leader in the treatment and cure of Hepatitis 
C in terms of both effectiveness and market share. Gilead remains in an excellent competitive position with the largest 
market share, a high level of effectiveness, and single tablet regimens. However, competing biotech firms continue to gain 
ground on Harvoni and Sovaldi as drug innovation and research expands. 

As illustrated by the figures below, Abbvie, Merck, and Gilead each have a unique competitive advantage. Merck’s 
Zepatier provides the lowest cost option and has received high ratings for Genotype (GT) 4. Abbvie’s Viekira Pak has the 
highest level of effectiveness for GT1, however it requires a multi-pill regimen. Gilead has the advantage of being the first to 
offer an oral HCV treatment, both Harvoni and Sovaldi have high levels of effectiveness, and each drug offers the convenience 
of single tablet regimens.  

 

Figure 5- Global HIV Therapy Rankings Figure 6- Genotype Distribution 

Figure 4- HCV Competitive Analysis 



 
5 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Business Model  

 

1. Research and Drug Development 
Gilead first starts its process by researching and developing cutting edge drugs to serve currently unmet medical 
needs. Gilead initiates preclinical testing via laboratory and animal studies. Researchers can screen up to 1,000,000 
compounds, whereas only 250 will enter preclinical process. The preclinical process typically takes 6 to 7 years to be 
completed.   These preclinical trials are used to assess the safety, biological activity and formulations of the newfound 
drugs.  

 
2. Patent Prosecution  

Once a drug is developed, Gilead files for Patent approval in order to protect its exclusive rights to produce and sell 
the drug. If FDA approved, the drug will then be patented for 15 years. 

 
3. Clinical Trial Phases I-III 

Following the preclinical testing of 250 compounds, around 5 of these new compounds will enter clinical testing.   
Phase I: Trials of 20-100 healthy volunteers are conducted to determine the safety and dosage. These trials range 
from 0.5-1.5 years.  
Phase II: Trials of 100-500 patient volunteers are conducted to evaluate drug efficacy and patient side effects. These 
trials range from 1-2 years.  
Phase III: Trials of 1,000-5,000 patient volunteers to confirm effectiveness and monitor adverse reactions from long 
term use. These trials range from 2-3.5 years.  

 
4. FDA Approval Process 

The FDA takes around 1-2 years for final approval of the drug. Per order of the FDA, Gilead must conduct post-
marketing surveillance of their drugs. The FDA requires additional testing and continuous drug monitoring in public 
use.  

 
5. Drug Manufacturing 

Gilead must first evaluate the drug formulation for uniformity and reliability. Gilead then conducts the process of 
industrial scale synthesis of drug at company owned manufacturing facilities.  

 
6. Contract Negotiation with Generic Manufacturers  

Gilead conducts contract negotiation with generic drug manufacturers around the globe to license their drug 
formulation. With the aid of generic manufacturers, it allows Gilead to provide worldwide availability to their drugs.  

 
7. Contract Negotiations with Pharmacy Benefit Managers 

Gilead negotiates drug pricing as much as 50% of sticker price with PBM’s.  Pharmacy benefit managers work to buy 
drugs at the best discount for their customers. Gilead competes with other drug manufacturers to obtain exclusive 
contracts at favorable prices.  

 
8. Sales, Marketing, and Distribution to the End Consumer 

Gilead then promotes its drugs through commercial infrastructure throughout North America, Europe, Asia, Australia 
and New Zealand. Third-party distributors also promote products in other regions. Gilead sells and distributes mostly 
through wholesale channels. However, its drugs Letairis and Cayston are distributed through specialty pharmacies. 
The company's product distribution processes are handled primarily by wholesalers, including Cardinal Health (14% 
of revenue), McKesson, (24%), and AmerisourceBergen (25%). 

 

Figure 7- Drug Development Process 



 
6 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2013 Revenues 

HCV HIV Other Products

2015 Revenues 

HCV HIV Other Products

Revenue Breakdown  

Business Segments  

 Gilead’s distribution of revenues has greatly changed in the past 

couple years. In 2013, just after the release of Sovaldi, more than 82% of 

revenues came from HIV treatments. In 2015 the overwhelming success 

of Harvoni and Sovaldi dramatically shifted revenues with 59% of 

revenues generated from HCV products and 34% generated from HIV 

products. While HIV sales have actually increased 20% from 2013 to 

2015, exorbitant HCV growth has overshadowed success in the HIV 

segment.    

 Despite remaining a small portion of overall revenues, products 

for cardiovascular and inflammation segments have been incrementally 

expanding, as seen in our per-product revenue breakdown in Appendix B.  

For example, Letairis, a drug used to treat pulmonary arterial 

hypertension, has generated an average revenue growth of 19% each of 

the past three years. Looking into the future, we expect high revenue 

growth from drugs such as Zydelig, which a non-invasive treatment for 

leukemia. 

Overall, Gilead’s revenues are currently dominated by HIV and 

HCV segments, largely due to an explosion in the sales of Harvoni and 

Sovaldi. However, given that the majority of drugs in Gilead’s Pipeline 

relate to cardiovascular, inflammation, and oncology segments, we expect 

Gilead to have a more diversified revenue stream in the future.  

   

HIV: With the release of Viread in 2001, Gilead continues to be on the cutting edge of HIV treatment in hopes of finding a 
cure. Gilead had worked to provide anti-retroviral therapy to service the nearly 37 million people worldwide living with 
HIV.  Gilead’s most popular HIV drugs include Truvada and Atripla.  More than 60 percent of people now treated for HIV in 
developing world countries receive Gilead medicines.  
 
Liver Disease: Gilead also has liver disease programs focused on expanding treatment options for chronic hepatitis B and 
C. Its two main drugs are Harvoni and Sovaldi. Gilead has worked to make these drugs available in emerging economies 
through less expensive, generic drugs. With more than 100 million people afflicted with HCV in emerging markets, these 
agreements aim to distribute the drugs across 91 developing countries. 
 
Hematology/Oncology: Gilead’s prominent hematology drug, Zydelig, offers treatment to patients with relapsed chronic 
lymphocytic leukemia, follicular lymphoma or small lymphocytic lymphoma. In addition, an investigational anti-MMP9 
antibody is under evaluation in gastric cancer and other solid tumors.  
 
Cardiovascular: Gilead continues to develop potential treatment options for people living with serious cardiovascular 
diseases, such as pulmonary arterial hypertension. Gilead’s cardiovascular drugs include Letairis, Ranexa, and Lexiscan.  
 
Inflammation/Respiratory: Gilead also has drugs for respiratory diseases, Crohn’s disease, and rheumatoid arthritis in 

its drug pipeline, mostly in the initial phases of the clinical trial process. GS-5745 is a compound being studied by Gilead to 

treat inflammatory diseases that involve different organ systems, including ulcerative colitis, Crohn’s disease, rheumatoid 

arthritis and lung diseases. 

Figure 8- 2013 Revenue Distribution 

Figure 9- 2015 Revenue Distribution 
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Although Gilead’s current drug portfolio has widely successful 

drugs such as Harvoni and Sovaldi, Gilead continues to develop innovative 
products. Among its extensive pipeline of 34 drugs, a few specific products 
have the potential to make a huge impact.  

One of its drugs is Simtuzumab, a monoclonal antibody designed to 
inhibit the lysyl oxidase-like-2 enzyme, which is believed to play a role in 
tumor metastasis and the advancement of fibrotic diseases. Simtuzumab 
could also be a potential treatment for nonalcoholic steatohepatitis, or 
NASH. It is estimated that NASH affects 2% to 5% of the U.S. population. 
NASH is a serious disease that can lead to liver complications, liver cancer, 
or even death. Gilead is expected to report top-line data on its 96-week 
phase 2 study in NASH patients. If the data is promising, Gilead may be able 
to file for an accelerated approval of Simtuzumab since there are currently 
no NASH treatments on the market today.  

Zydelig is another promising drug in Gilead’s pipeline that is 
already approved to treat three types of blood cancers: relapsed chronic 
lymphocytic leukemia, small lymphocytic leukemia, and relapsed follicular 
B-cell non-Hodgkin lymphoma.  We can expect sales of Zydelig to increase 
substantially in the next few years.  

Gilead is also developing a drug named GS-9620 which could end 
up turning out as the functional cure for both HIV and chronic hepatitis-B. 
GS-9620 currently is in Phase 1 for HIV and Phase 2 for HBV. 

Improving upon widespread success in HCV, Gilead is also in Phase 
3 with a two-drug combo, namely Sovaldi/sofosbuvir plus velpatasvir. This 
combination pack is aimed to treat all six genotypes of the virus. This 
combo could potentially eliminate competitor’s market share of non-Gilead 
drugs that must be used in combination with Sovaldi, namely Olysio and 
Daklinza. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Product Pipeline  

Political Pressure: One key driver of biotech underperformance in the second half of 2015 and going forward into2016 
has been the threat of downward political pricing pressures. While analysts do not expect any major regulatory changes 
in the near future, the recent presidential election has widely spurred discussion regarding the consumer affordability 
and increasing margins on prescription drugs. While Harvoni has been one of the most expensive drugs sold in the United 
States to date, it is evident Gilead would be a prominent target should any regulation take place.  However, drug 
manufacturers like Gilead continually justify the high costs of their drugs given the fact that purchasing these drugs are at 
a discount to the cost of a lifetime of care.    
 
Competing Drugs: In just a short period of time, the HCV space has seen many new entrants, each competing on price 
and overall effectiveness.  While Gilead has a commanding lead in this industry, entrants such as Merck and Abbvie will 
chip away at Gilead’s potential sales. In terms of HIV, Gilead is expected to encounter increasing competition from generic 
manufacturers in upcoming years.  To counter pressure from its competitors, Gilead seeks to continue its efforts towards 
the development of products of superior quality and effectiveness. 
 
Patent Expiration: While Harvoni and Sovaldi are patent protected until 2028, Gilead will see major patent expirations 
in 2018.  Atripla, which accounted for over $3B or 9.6% of 2015 sales, will reach European patent expiration in 2018 and 
U.S patent expiration in 2021. Viread, another HIV treatment, accounted for 3.4% of 2015 sales and will reach patent 
expiration in both Europe and the U.S. in 2018.  Atripla and Viread revenues will be greatly affected as generic versions of 
these drugs are created. However, Gilead hopes to bolster HIV sales with the development of more effective products that 
meet the same medical needs.  
 
Business Mix: With 59% of revenues resulting from the sale of two products (Harvoni and Sovaldi), Gilead is highly 
weighted in Hepatitis C.  This leaves Gilead’s overall total revenues highly susceptible to any major changes in the HCV 
space.  Gilead is working to manage this risk by remaining competitive with the development of more effective HCV 
therapies. They are also working to develop breakthrough therapies for a diverse range of unmet medical needs, such as 
in cancer and Hepatitis B. 

 

 

 

 

Risk Factors  

Figure 10- 2016 Pipeline Distribution by Segment 

Figure 11- New Drug vs. Current Drug Revenue 
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Looking Ahead  

 Looking at Gilead’s position for the next couple years, we feel that competitive pressures in the HCV space will 
continue to take away from Gilead’s revenue from Sovaldi and Harvoni. Since both HCV drugs represent a large portion of 
overall sales, it will result in a total decline in 2016 revenues. In the next couple years, HIV sales will also begin to decline 
due to impending patent expiration. However, despite these short-term challenges, we are confident that Gilead will be 
able generate growth in the long-term.   

Gilead will continue to have high demand in the Hepatitis C space given millions of people have been diagnosed 
and are currently left untreated.  Gilead is a financially sound company with a balance sheet that gives them the flexibility 
to make key partnerships and acquisitions going forward.  Gilead continues to create breakthrough therapies for unmet 
medical needs with cure rates of up to 99%. It’s growing product pipeline with additional HIV, oncology, inflammation, 
and cardiovascular treatments will continue to generate increasing revenue well in to the future. As seen in our 
Discounted Cash Flow Model in appendix A, we value Gilead at a target price of $122.02 as we believe it is currently 
undervalued by the market at this time.  
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Appendix A: Discounted Cash Flow Valuation 

Valuation  

We derived our above valuation based on historical figures reported in Gilead’s 10-K filings, guidance from Gilead’s 

most recent investor conference, and assumptions weighing Gilead’s growth opportunities and threats.  In February of 2016, 

Gilead’s management team stated that they expect overall revenues to fall within $30 to $31B. Based on Gilead’s product 

growth, we estimate 2016 revenues to fall closer to $31B and see that revenues will continue to fall in 2017 due to 

competitive HCV pressures. However, we see Gilead’s product portfolio outside of HCV and HIV as an opportunity for growth, 

and we expect Gilead to continue to improve upon the efficacy of its HIV and HCV products in order to remain on top of the 

industry. For these reasons we have projected modest revenue growth rates after 2017 to account for continued demand of 

existing products and the likelihood of product expansions (such as developing Sofosbuvir HCV regimens for additional 

genotypes). In the event of the development of new breakthrough therapies, such as a cure for Hepatitis B, we would expect a 

much higher growth rate than forecasted. Looking at revenue alone, we decided we would provide realistic expectations for 

continued sales while not taking into account any unexpected drug breakthrough in our valuation.  
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Appendix B:  Product Revenue  

 We also assumed that gross margin would gradually decrease as competitive and political pricing pressures 

would reduce prices for Sovaldi and Harvoni over time.  Gilead’s management team provided guidance that GAAP gross 

margin is expected to be 85% for 2016, so using this number we gradually and incrementally reduced gross margin to 

77% in 2020.  

 SG&A and R&D expenses were projected based on historical averages and insight from the most recent earnings 

call. These numbers were kept consistent over the five year projection period.  Tax expense, on the other hand, is 

projected at 20% for 2016 based on guidance from Gilead’s management, but we expect this number to gradually increase 

to similar levels among the biotech industry.  

 Our final assumptions included a 3% terminal growth rate and a 10% weighted average cost of capital.  Given 

these estimates, we generated an equity value of $165.3B for Gilead, which equals a target value of $122.02 per share.  

With a stock price of $98.99 on April 18th, we estimate a 23.3% margin of safety. 

 Overall, we believe our target value is slightly conservative in nature.  Gilead has the potential to generate much 

higher rates of growth due to the strength of their product pipeline and their current product sales.  However, given the 

market sentiment that Gilead will not be able to sustain HCV sales due to competition from Merck and Abbvie, we found it 

necessary to acknowledge this imposing threat to see how Gilead’s valuation would be affected from a realistic loss in HCV 

sales (as seen in the 5% drop in revenues in 2016 and the 2% drop in revenues in 2017). Based on our results, we believe 

the market is overestimating the potential loss in HCV sales and that Gilead is currently undervalued with a target price of 

$122.02.  

Appendix A: Discounted Cash Flow Valuation Continued 

Valuation  
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Appendix C:  Revenue by Geography  
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Appendix D:  Income Statement 



 
13 

 

 

 

 

Appendix E:  Balance Sheet  
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Appendix F:  Cash Flow Statement  
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Appendix G: Additional Figures 

Figure 12- Patent Expiration Dates 

Figure 13- Global Prevalence of HCV 

Figure 14- Timeline of Drugs 
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