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Defining Sublicense Income

Defining Sublicense Income To Avoid Problems 
Down The Road
 By Ashley J. Stevens

Summary

This article looks at sublicense income payment 
provisions in academic licenses. A majority of ac-
ademic licenses are granted to small companies 

which are likely at some point to grant a sublicense to a 
large company to take the product to market. The arti-
cle examines the three structures that have evolved to 
share the payments received by the small company from 
its sublicensee with its academic licensor and then looks 
at problems that have risen over the issues of milestone 
payments and profit sharing arrangements.
I. The Importance of Sublicensing Clauses in 
Academic Licenses

Some 65 percent of academic licenses in 2015 
were granted to small companies. Such companies 
frequently carry out the early development work on a 
new technology, reducing both technical and market 
risk, and then sublicense either the technology itself 
or a product developed from it to a larger company 
with the resources to complete high-cost, late stage 
development, manufacturing and global distribution 
of the finished products. The small company can cre-
ate and realize substantial value from these sublicens-
es, and the university will want to share in this value 
creation, through sharing in the licensee’s income 
from its sublicensees. These sublicense income shar-
ing provisions are frequently one of the most hard 
fought items when a university negotiates a license 
with a small company.

The major problem in negotiating these sublicense 
income sharing provisions is that the negotiators need 
to anticipate and provide for a transaction that has not 
yet occurred and likely will not occur for a number of 
years, if at all. They won’t know the relative strengths 
of the licensee and its potential sublicensee(s) in the 
negotiations for the sublicense and they won’t know 
what its financial structure or terms will be. They 
won’t know how much of the value created in the sub-
license is attributable to the academic technology and 
how much is attributable to the know-how and new 
inventions created by the licensee.

A major priority of the university in these negotia-
tions will be to ensure that its licensee can’t “game” 
the system and structure a sublicense transaction in 
such a way as to reduce its payments to the university. 
For its part, the licensee will want to retain the flexi-
bility to be able to structure its deals in whatever way 
creates the maximum value and not to be incentivized 

to adopt a disadvantageous deal structure in order to 
minimize its payments to the university.

To achieve these aims, uni-
versities seek to share in all 
the payments received by its 
licensee from sublicensees 
with a couple of well defined 
exceptions, and universities 
have developed three broad 
structures for sublicense in-
come sharing:
1. An Allocation

In this structure, the university receives (i.e., is 
allocated) a set percentage of every payment the li-
censee receives from its sublicensee, but generally 
excluding certain types of payments for which the 
licensee has a deliverable (e.g., reimbursements for 
research the licensee carries out for the sublicensee, 
product manufacture and purchases of equity in the 
licensee by the sublicensee).

The advantage of this approach is its inherent sim-
plicity—the licensee cannot game the system and the 
university receives a share of every payment the licen-
see receives. Its disadvantage is that it is a blunt in-
strument—the percentage picked may be too high for 
some payments and too low for others.

In some deals, the parties agree that the allo-
cation percentage will step down the closer the 
technology is to market when the deal is done, the 
philosophy being that as the licensee invests more 
and more in developing the technology, then more 
of the value it is receiving from the sublicensee 
reflects the licensee’s investment and less reflects 
the value of the technology that was originally li-
censed. Step downs are most easily done when 
there are universally accepted milestones on the 
technology’s pathway to the market, such as the 
stages of pre-clinical and clinical development of 
drugs and devices. Outside of healthcare where 
milestones are more industry-specific and whether 
they have been achieved may be subject to dispute, 
the time from the original license or the amount 
invested by the licensee in developing the technol-
ogy may be better step-down mechanisms.
2. A Tiered Allocation

In this approach there are at least two allocation per-
centages, most commonly one for payments received 
by the licensee pre-commercialization and a second for 

■  Ashley J. Stevens,
D.Phil (Oxon), CLP, RTTP
President,
Focus IP Group, LLC
Winchester, MA		
E-mail: astevens@fipgllc.com	



les Nouvelles2

Defining Sublicense Income

payments received by the licensee after the technolo-
gy has been commercialized.

The pre-commercialization percentage is generally 
the lower of the two, to allow the licensee to utilize 
more of the pre-commercialization payments it re-
ceives (upfront fees, milestone payments, etc.) to de-
velop the technology and for corporate development 
purposes. If the university has received equity in the 
licensee as part of the original deal, such an approach 
benefits the university by reducing the amount of capi-
tal the licensee needs to raise, and so reducing dilution 
of the university’s ownership percentage.

Once the licensed technology is successfully com-
mercialized, the licensor generally receives a higher 
percentage of the running royalties the licensee re-
ceives from the sublicensee—with the starting point 
for the discussions typically being the 25 percent spec-
ified by the Goldschieder Principle.
3. A Pass Through

In the previous two approaches, the university gives 
up control of the running royalties it receives from the 
eventual commercialization of the licensed technology. 
Suppose the university and the licensee agreed on a 
running royalty of five percent of Net Sales and that 
the allocation percentage is 25 percent of payments 
received by the licensee. The university will receive 
less than the five percent of the sublicensee’s sales of 
the Licensed Products unless the licensee is able to 
negotiate a running royalty of 20 percent or more of its 
sublicensee’s Net Sales. For instance, if the licensee 
negotiates a running royalty of 16 percent of Net Sales 
by its sublicensee, then the university will receive four 
percent of the sublicensee’s Net Sales (16% * 25% = 
4%), 20 percent less than the five percent royalty rate 
for Net Sales by the licensee.

The Pass Through approach therefore says “If we 
agreed the university should get five percent of the 
licensee’s Net Sales, then the university should also 
get five percent of the sublicensee’s Net Sales—i.e., 
the running royalty is “passed through” to the subli-
censee’s sales.”

Early academic licenses were primarily concerned 
with running royalties and only included the royalty 
pass through. As their licensee’s deals started to in-
clude substantial pre-commercial payments and sales 
milestones, an allocation provision was added to also 
capture a share of payments other than running royal-
ties for the university. As deals started to include up-
front and contingent milestone payments (“BioBucks”) 
of over $1 billion, this became an important source of 
revenue to universities—10 percent of $1 billion is 
$100 million.

Whether a licensee will agree to a pass through 
structure will depend on the royalty rate to which it 

is prepared to agree and its expectation of the royalty 
rate it is likely to be able to achieve down the road 
from its sublicensees. If it feels that the royalty rate it 
agreed to pay is less than 25 percent of the royalty rate 
it will be able to secure from its sublicensees, it will 
agree to a pass through; conversely, if it feels that the 
royalty rate it has agreed to is more than 25 percent of 
the rate it will be able to obtain, it will seek to negoti-
ate an allocation or tiered allocation.

Two recent disputes between the Regents of the 
University of California (“Regents”) and Medivation, 
Inc. (“Medivation”) illustrate the need for parties to 
think through the definitions of sublicensing income 
extremely carefully.1 

The first dispute concerned sales milestones while 
the second concerned how profit sharing payments 
received by Medivation from its licensee, Astellas, 
should be handled. The first dispute went to a bench 
trial, and the judge’s ruling was appealed to the First 
Appellate District for the California Court of Appeal 
and then to the Supreme Court of California and up-
held. The second dispute was settled after jury selec-
tion was complete but before the start of arguments. 
The terms of the settlement are confidential.
II. Background

In 2005, Regents licensed a series of about 170 
diarylthiohydantoin compounds to Medivation that 
were synthesized by Drs. Michael Jung and Charles 
Sawyers at UCLA. The compounds bind to and in-
hibit the androgen receptor and showed promise as 
a treatment for advanced prostate cancer. The terms 
of the license included an annual maintenance fee, 
milestone payments totaling $2.8 million, a royalty 
rate of four percent which was passed through to 
sales by sublicensee(s) and 10 percent of Sublicens-
ing Income payments.2 

Medivation selected one of the compounds, 
code-named RD-162’, developed it under the name 
MDV31003 and started Phase 3 testing in October 
2009. Also in October 2009, Medivation signed a 
partnership with Astellas. Terms of that deal includ-
ed an upfront fee of $110 million, developmental 
milestone payments of up to $335 million and sales 
milestone payments of up to $320 million. The parties 

1. These issues were discussed in a workshop at the AUTM 
2017 Annual Meeting organized by Regents’ lawyers in this 
matter, Crowell and Moring. The author assisted Medivation 
in the second of the two disputes, pertaining to profit sharing 
payments. This article only draws on publicly available 
information, the sources of which are cited.

2. Medivation 10-K filed February 26, 2016 at page 8.
3. Medivation v. Aragon Pharmaceuticals CA1/4 at page 7, 

available at www.courts.ca.gov/opinions/nonpub/A138405.PDF. 
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agreed that Medivation would co-develop and co-pro-
mote MDV3100 in the Shared Territory (the U.S.) and 
would receive 50 percent of Operating Profits and Op-
erating Losses. In the Licensed Territory—the rest of 
the world (“RoW”)—Astellas was responsible for all 
development and commercialization activities and Me-
divation received tiered running royalties based on Net 
Sales, with the royalty rate ranging from the low teens 
to the low twenties.4 

MDV3100 received FDA approval on August 31, 
20125 and is sold under the tradename Xtandi. Foreign 
approvals followed and Xtandi® has been extremely 
successful with 2015 sales of $2.2 billion. In March 
2016, Regents monetized their royalty rights for up to 
$1.14 billion, having previously received around $300 
million in running royalty payments and sublicense 
sharing payments. In August 2016, Pfizer acquired 
Medivation for $14 billion.

Since around 1996, Regents has used a standard 
definition of Sublicensing Income in their agreements 
that are structured as pass throughs:

“Sublicensing Income” means income received by 
Licensee under or on account of Sublicenses. Subli-
censing Income includes income received including, 
but not limited to, license issue fees, milestone pay-
ments, and the like but specifically excludes royalties 
on the sale or distribution of Licensed Products or 
the practice of Licensed Methods, [research sup-
port] and [purchases of equity].

III. The Milestone Payment Dispute
As noted above, Medivation’s deal with Astellas in-

cluded up to $320 million in sales milestone payments. 
Medivation argued that sales milestones were triggered 
by the achievement of certain levels of sales and were, 
therefore, a royalty on sales. These were included in 
the exclusion of “royalties on the sale,” which were 
included in the definition of Sublicensing Income. 
Regents argued that sales milestones were a form of 
milestone and therefore included in “milestones and 
the like.”

In his ruling, Judge Munter noted:6 
The term “milestone payments” found in the above 
definition of Sublicensing Income is 28 not defined 
in the [Agreement]. In the context of licensing agree-
ments such as the [Agreement], the term “milestone 
payments” is commonly understood in the industry 
to mean event-driven or success payments, which 
are distinct from royalty payments. It is also com-
monly understood in the industry that the term in-

cludes payments made upon the occurrence of both 
regulatory milestones and sales milestones. 

Judge Munter continued to analyze the difference 
between sales milestones and royalties as follows:7 

Each sales milestone payment is owed only once, and 
the maximum total payment owed to Medivation is 
$320 million. Unlike sales milestones, royalties are 
triggered by individual sales, they are based only on 
sales outside of the U.S., and they are recurring.

Medivation was ordered to pay Regents $32 mil-
lion—10 percent of $320 million.

Judge Munter’s ruling was appealed to the First Ap-
pellate District for the California Court of Appeal and 
then to the Supreme Court of California, which both 
affirmed Judge Munter’s ruling.8 
IV. The Profit Sharing Dispute

In a subsequent dispute, Regents contended that the 
profit sharing payments received by Medivation in the 
Shared Territory are not royalties and hence not cov-
ered by the exclusion of “royalties on the sale” from 
what is included in Sublicensing Income and so should 
be included in Sublicensing Income. Medivation con-
tended that the Astellas Agreement granted Astellas 
a sublicense to Regents’ patents and so Regents were 
due only the four percent pass through royalty.

Table 1 shows Astellas’ Net Sales and Operating Profits 
and Losses reported by Medivation in their 10-K’s togeth-
er with the 50 percent of Operating Profits and Operating 
Losses Medivation received.9 The profit margin of Xtan-
di® was close to 70 percent in 2015, the third year of 
sales, so Medivation’s 50 percent share was approaching 
35 percent of total Net Sales. If these payments were 
to be considered part of Sublicensing Income, Regents 
would receive 10 percent of this, or about 3.5 percent 
of Net Sales. Since Regents were already receiving their 
pass through running royalty of four percent, this would 
have had the impact of almost doubling the running roy-
alty rate in the Shared Territory.

As noted above, this dispute did not proceed to a 
judicial decision and appellate review, which would 
have provided definitive guidance to licensing profes-
sionals. However, the dispute does raise interesting 

4. Medivation 10-K filed February 26, 2016 at page 2.
5. Drugs@FDA https://www.accessdata.fda.gov/scripts/cder/daf/. 
6. Final Statement of Decision, Superior Court of California, 

Case No. CGC 11-510715, 3:27—4:4.

7. Ibid 9:25—27.
8. Crowell & Moring Press Release: “Litigation Note: 

Supreme Court of California Denies Appeal in Medivation, Inc. 
v. Aragon Pharmaceuticals,” December 16; available at https://
www.crowell.com/NewsEvents/PressReleasesAnnouncements/
Litigation-Note-Supreme-Court-of-California-Denies-Appeal-
in-Medivation-Inc-v-Aragon-Pharmaceuticals; there was an 
additional dispute between Medivation, Regents and Aragon 
Pharmaceuticals over rights to two additional compounds.

9. 10-K filed 2/25/15 at page 105 and 10-K filed 2/25/16 at 
pages 51 and 89.
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issues of what exactly a profit sharing arrangement is 
and how it should be interpreted when determining 
sublicense income.

The purpose of this article is to examine the issues 
the case raised. The Regents-Medivation case will be 
referred to extensively because the key documents are 
in the public domain, albeit some are redacted, and 
the financial aspects of the relationships are well doc-
umented in Medivation’s 10-K’s.
A. What Is a Royalty?

The term “royalty” can be traced back to Tudor Eng-
land. The English Crown would grant monopolies on 
discrete segments of the English economy. The grant 
would be via “Letters Patent,” an instrument used for 
a variety of royal purposes—granting an office, right, 
monopoly, title, or status to a person or corporation, 
creating a corporation or government office, granting 
city status or a coat of arms, etc. Initially, the pur-
pose of creating a monopoly was to induce foreign 
craftsmen to bring new technologies to England to 
establish new industries. Early examples were the 
introduction of glassblowing and silk cultivation and 
weaving from Venice. Later, monarchs granted mo-
nopolies over established industries and used them as 
an alternative to taxation to fund wars—the recipient 
of the monopoly would share part of their profits with 
the Crown. This share therefore came to be known as 
“royalties.” Henry VIII, Elizabeth I and James I were 
particularly prolific granters of monopolies and after 
a vigorous debate throughout the early 1600s, the 
Monopolies Act of 1623 was passed, which abolished 
a number of existing monopolies and restricted the 
granting of new monopolies to new industries, where 
there would be no incumbents to be disrupted. This 
was the origin of the linkage of royalties to patents 

on innovations. However, the 
broader origin of the term is as 
a share of profits.

The Goldscheider Principle, 
aka the 25 percent Rule, allud-
ed to above, established an em-
pirical quantitative relationship 
between a product’s profitabili-
ty and the appropriate share of 
profits the licensor should re-
ceive as a running royalty rate. 
The Federal Circuit’s Uniloc de-
cision determined that the 25 
percent Rule is too imprecise 
a tool to be used to calculate 
damages in infringement cas-
es, but it remains an important 
principle in licensing.
B. What is a Running Royalty?

Expanded names for royalties tie the payments to 
the extent of a licensee’s use of the licensed technol-
ogy more explicitly:
•  Running royalties, i.e., payments that “run” in par-

allel with the licensee’s use of the technology; and
•  Earned royalties, i.e., payments that are earned by 

the licensee’s sales of licensed products.
The Federal Circuit has described a running roy-

alty license:
In a running royalty license, the amount of money 
payable by the licensee to the patentee is tied direct-
ly to how often the licensed invention is later used 
or incorporated into products by the licensee. A 
running royalty structure shifts many licensing risks 
to the licensor because he (sic) does not receive a 
guaranteed payment. Royalties are dependent on 
the level of sales or usage by the licensee, which the 
licensee can often control.10 

Judge Munter’s definition of a running royalty quot-
ed above is entirely consistent with the Federal Cir-
cuit’s description.

Brunsvold, the text regarded by many as the defin-
itive reference work on patent licensing agreements11 
doesn’t even include a recommended definition of roy-
alty payments for inclusion in a license agreement, but 
instead devotes an entire chapter on how to unambig-
uously specify how to determine the amount of royalty 
payments due under the agreement. In the introduc-
tion to this chapter, Brunsvold states that royalties are 

Table 1: Net Sales And Operating Profits Of 
Xtandi And Medivation Receipts

2012 2013 2014 2015

Total Net Sales  $71,504  $445,215  $1,060,905  $1,908,317 

U.S.

Net Sales  $71,504  $392,415  $679,805  $1,151,317 

Operating Profit/(Loss)  $(17,404)  $151,309 $356,075  $776,309 

Medivation 50% Share  $(8,702)  $75,655  $178,038  $388,155 

% of Net Sales (12.2%) 19.3% 26.2% 33.7%

 Ex-U.S.

Net Sales  $52,800  $381,100  $757,000 

Medivation royalties ex-U.S. –  $6,338  $49,476  $119,778 

% of Net Sales 12.0% 13.0% 15.8%

10. Lucent v. Gateway, 580 F.3d 1301, 1326 (Fed. Cir. 2009).
11. “Drafting Patent License Agreements,” Sixth Edition, 

B.G. Brunsvold, D.P. O’Reilly and D.B. Kacedon, BNA Books, 
Arlington, VA, 2008, ISBN 978-1-57018-737-7.
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incremental payments proportioned in some way to 
the extent of use of the licensed inventions.12

Brunsvold goes on to state:13 
Contract drafting in respect to royalty payments di-
vides itself rather naturally into (1) the problem of 
defining the royalty base on which the royalties are 
to be computed and (2) the procedures under which 
royalties are to be calculated, reported and account-
ed for.

In other words, a running royalty payment can be 
expressed as a formula:

Royalty Payment = Royalty Base* Royalty Rate
where:

the Royalty Base specifies in what aspect of the 
licensee’s successful use of the technology the 
licensor will share; and
the Royalty Rate specifies how much of that suc-
cess the licensor will receive.

C. The Royalty Base
The royalty base is some measure of the licensee’s 

extent of use of the licensed technology and is gen-
erally related in some way to the licensee’s sales of 
licensed products. Suitable measures include:

1. Dollar Sales:
a. Gross Sales
b. Net Sales

2. Unit Sales
3. Profits

a. Gross Profits
b. Operating (Net) Profits

Brunsvold notes:
The most common royalty bases are the sales price 
(net or gross) of the licensed product or a fixed amount 
for each licensed product sold or manufactured.

Net Sales is certainly the most common royalty base 
encountered, particularly in life sciences, but not the 
only royalty base. It is also the most common, but again 
not the only, royalty base found in academic licenses.
D. Using Profits as a Royalty Base
Brunsvold writes:14 

A licensee’s profit on a licensed product and the 
licensee’s cost of the licensed product are both 
tempting [royalty] bases, since each has some direct 
relation to the licensee’s use of the licensed tech-
nology. Before selecting such a base, however, the 
licensor should consider the variable definitions for 
profit and cost under generally accepted accounting 

principles and the licensee should consider wheth-
er it wishes to disclose to the licensor its profit or 
cost figures. If such a royalty base is to be used, care 
should be taken to define, to the extent reasonable 
and possible given principles of accounting, exactly 
what profit or cost the parties contemplate.

In other words, Brunsvold teaches us that the licen-
see’s profits and losses are a perfectly valid and ac-
ceptable royalty base for licensor and licensee to agree 
to as a business proposition, but a base that presents 
challenges in both definition and implementation. 

As Brunsvold notes, one of the major issues with us-
ing profits as a royalty base is that the licensee may be 
unwilling to share its profit margins with the licensor, 
particularly if they are competitors. If the licensor is an 
academic institution, the licensee may have concerns 
about the ability of the academic institution to main-
tain the confidentiality of such sensitive information.

Another issue with using profits as a royalty base is 
in auditing the licensee. Information flow in a license 
agreement is highly asymmetric—the licensee general-
ly has most or all the information and chooses what to 
share with the licensor. Depending on the product and 
the licensee—whether the licensee is a publicly traded 
company or not—the licensor may have limited ability 
to independently verify what the licensee is telling it 
about the product’s sales. Hence the importance of au-
dit provisions in license agreements. In the immortal 
words of Ronald Regan: “Trust ……. but verify.”

An audit is paid for by the licensor.15 It will need 
to hire a CPA, who will visit the licensee and verify 
all the numbers that the licensee has reported to the 
licensor. The more figures to be verified, the more the 
audit will cost. Auditing license agreements that are 
based on profits is therefore likely to be considerably 
more expensive for the licensor than auditing license 
agreements where the royalty base is Net Sales or 
units sold—the farther down the P&(L) statement of 
the measure of profits that is used as the royalty base 
(gross profits, net profits, net profits after interest and 
depreciation, etc.), the larger the number of figures 
the auditor will need to verify, and so the higher the 
cost of the audit.

A related issue is that the licensor may have con-
cerns that the licensee will be tempted to manipulate 
its books in some way to minimize the reported profits 
and hence the royalties owed. Although the license 
could specify that accounts will be maintained in ac-
cordance with Generally Accepted Accounting Princi-
ples (“GAAP”), verifying that they have in fact been 

12. Ibid, page 154. 
13. Ibid, ¶ 11.01, page 158. 
14. Ibid, ¶ 11.01 A., page 159.

15. Modern license agreements generally specify that the 
licensee has to reimburse the licensor if the auditor discovers an 
error in the licensee’s favor of a specified magnitude–typically 
five percent–in a specified period–typically a quarter or a year.
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kept in accordance with GAAP could be an extremely 
expensive undertaking.
E. When to Use Profits as a Royalty Base

However, despite these considerations, there may 
be overwhelming business reasons to use profits as 
the royalty base. For instance, licenses in the generic 
drug industry are very frequently expressed in terms 
of gross profits, because the profitability of a generic 
drug varies enormously depending on how many com-
panies are selling the drug in the particular time peri-
od, and the number of market participants can change 
very rapidly based on Hatch-Waxman Paragraph IV ex-
clusivity expiration and FDA approvals. 

The definition of Gross Profits in such agreements 
is typically:

Gross Profits = Net Sales—Cost of Goods Sold
Since most generic drug companies purchase their 

Active Pharmaceutical Ingredient (“API”) from a third 
party, the Cost of Goods Sold is relatively straight for-
ward for the auditor to verify.

However, absent a specific business reason such as 
this, as a general proposition, profits are likely to be 
a relatively unattractive royalty base to use to share a 
small amount of the value created by a license. In these 
circumstances, a royalty base that uses some measure 
of sales is likely to be a better choice. However, as 
will be discussed below, if the parties are planning to 
share a large amount of the value created by the sub-
license—say 40-50 percent—a royalty base that uses 
a measure of profits is likely to be a better choice, be-
cause at the end of the day, value is about profits.
F. The Biotechnology Industry

Drug discovery and development is a high risk, high 
return business. 

It is high return because a successful, patent pro-
tected drug can achieve very high sales at a very at-
tractive profit margin. Many start-up drug companies 
therefore aspire to become what is termed a FIPCO 
or FIBCO—a fully integrated pharmaceutical company 
or fully integrated biopharmaceutical company—i.e., a 
company which discovers, develops, manufactures and 
markets its own drugs.

It is high risk because the cost to take a drug all 
the way from invention to FDA approval is $2.9 bil-
lion according to the most recent estimate by the Tufts 
Center for the Study of Drug Development.16 Once 
approved, the drug must then be manufactured using 

Good Manufacturing Practices in very expensive facil-
ities and marketed by highly trained sales representa-
tives, supported by an extensive advertising budget.

Acquiring both the financial and human resources 
needed to become a FIPCO or FIBCO is therefore a 
daunting task for a start-up biopharmaceutical compa-
ny, and it is very unusual for a start-up biotechnolo-
gy company to take its first drug to market itself and 
become fully integrated. In a study of 153 academic 
drug discoveries that were successfully developed and 
received FDA approval, in 23 of the cases the initial 
licensee was a start-up company—the others were ei-
ther existing small companies or large companies.17 Of 
the 23 start-up companies, only one took the drug to 
market itself, Alexion, which licensed technology from 
Yale and the Oklahoma Biomedical Research Founda-
tion that became Soliris.
G. Deal Making in the Biotechnology Industry

Biopharmaceutical companies are generally founded 
with in-depth research expertise in the particular area 
of science on which their drug development programs 
are based, and also need well developed business de-
velopment and capital raising capabilities. They gener-
ally seek to manage the financial risks of drug devel-
opment, particularly with their first drug, by seeking 
to form a partnership with a large, established phar-
maceutical company when they have developed strong 
evidence that their drug will ultimately prove to be 
safe and effective. The pharmaceutical company gen-
erally provides funds for the large-scale pivotal trials 
needed to receive FDA approval, manufacturing and 
global distribution, and it has employees experienced 
in clinical development, interacting with the FDA, 
manufacturing, distribution, marketing and sales.

The start-up biotechnology company’s objectives in 
such a partnership will be, first, to obtain a financial 
return that the company can use to fund its next drug 
development project—hopefully a sufficiently large 
return that it will be able to take its second product 
to market itself—and, second, to start to acquire the 
human resource skills needed to build out the compa-
ny’s capabilities and become a FIPCO or FIBCO as the 
case may be.

The start-up biotechnology company will generally 
seek to take its drug candidate as far down the devel-
opment path as its ability to raise capital will permit. 
As each stage of clinical development is successfully 

16. Tufts Center for the Study of Drug Development Press 
Release: Tufts CSDD Assessment of Cost to Develop and Win 
Marketing Approval for a New Drug Now Published, March 10, 
2016, available at http://csdd.tufts.edu/news/complete_story/
tufts_csdd_rd_cost_study_now_published.

17. “The Commercialization of New Drugs and Vaccines 
Discovered in Public Sector Research,” A.J. Stevens, J.J. Jensen, 
K.Wyller, P.C. Kilgore, E. London, Q. Zhang, S.K. Chatterjee 
and M.L. Rohrbaugh in “University Technology Transfer: The 
Globalization of Academic Innovation,” Edited by S.M. Breznitz 
and H, Etzkowitz; Rutledge, August 2015, ISBN 978-0-415-
71468-6.
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achieved, the risk of the drug failing to receive FDA 
approval is reduced, and its value correspondingly goes 
up. Upfront payments, milestone payments and royal-
ty payments all normally increase the closer the drug 
gets to FDA approval when a deal is done. The account 
of Xtandi above shows how its value went from $2.8 
million at the preclinical stage to $765 million when it 
entered Phase 3.

In most such partnerships, the closer the drug gets 
to the market, the more of the future effort will be the 
responsibility, both financially and operationally, of the 
pharmaceutical company, and the biotechnology com-
pany’s role generally diminishes. The pharmaceutical 
company generally pays all the future costs of devel-
opment, usually including paying the biotech company 
to assist with the early stages of development. The bi-
otechnology company sublicenses its rights to sell the 
drug to the pharmaceutical company, which normally 
has the sole responsibility for commercialization, at 
which point the biotechnology company’s role transi-
tions to being largely passive. It will receive its quarter-
ly royalty checks and, depending on the deal structure, 
occasional checks when sales milestones are reached, 
but otherwise is uninvolved in the commercialization 
process. It achieves its financial objectives but not its 
human resource development objectives.
H. Profit and Loss Sharing Arrangements in the 
Biotechnology Industry

If a drug candidate appears sufficiently attrac-
tive—i.e., if it offers a sufficiently great improvement 
over existing therapy, in a disease with a large number 
of patients who are inadequately treated by current 
treatment modalities—then the biotechnology com-
pany may be able to negotiate a more attractive deal 
that is a hybrid between passive receipt of royalties 
and retaining full responsibility for commercialization. 

Such a deal is a co-development and co-promotion 
partnership. The biotechnology company becomes the 
junior partner of the pharmaceutical company. It con-
tinues to participate in the development of the drug all 
the way through pivotal trials and FDA submission and 
approval, both operationally, carrying out a significant 
part of the work, and financially, paying for an agreed 
upon percentage of the costs. It then has a role in the 
marketing of the drug, normally in the U.S. for U.S. 
biotechnology companies, specifically through the de-
tailing process, in which sales representatives call on 
prescribing physicians and bring to their attention the 
unique attributes of the drug, as evidenced by pub-
lished studies.

Such an arrangement enables the biotechnology 
company to start to develop its human resources, be-
cause it will need to hire individuals who can man-
age late stage clinical trials and a sales force, and it 
will have the opportunity to learn how to manage 

these resources from its pharmaceutical partner.
Such arrangements have a very different financial 

profile from those of a passive sublicensing deal. The 
biotechnology company will be financially responsible 
for some agreed percentage of the late stage devel-
opment costs, which as discussed above, can be very 
substantial. Depending on the speed at which sales 
take off, the drug may remain unprofitable in the ear-
ly stages of commercialization, and the biotechnology 
company may have to continue to fund its share of the 
losses for some time.

In these types of deal, instead of a running royalty 
based on the pharmaceutical company’s Net Sales, the 
biotechnology company receives a percentage of the 
profits from selling the drug. Depending on the gross 
profit margin of the drug and the general, administra-
tive and selling costs of the pharmaceutical and bio-
technology companies’ combined efforts, such a profit 
share can return a significantly higher percentage of 
the sales revenue of the drug to the biotechnology 
company than it would have received from a passive 
royalty stream. Longer term therefore, when the drug 
has swung into profitability, such an arrangement will 
be a more attractive financial option for the biotech-
nology company.

The biotechnology company remains a junior partner 
in such an arrangement because the pharmaceutical 
company has exclusive rights to the product, generally 
owns the FDA approval, books all the revenues from 
selling the drug, manages distribution of the drug, and 
so forth, and of course has sole development and mar-
keting responsibility outside of the co-development 
and co-promotion territory.

These sorts of arrangements are becoming more 
common. A 2008 article reported that half of the re-
cent Phase II and Phase III deals that had been done 
included co-promotion and/or profit sharing.18 In the 
“LES Global Life Sciences Royalty Rates and Deal 
Terms Survey” for 2014, 29 percent of the 24 deals 
that didn’t have a royalty rate based on Net Sales in-
cluded a profit sharing arrangement. 
I. Profits as a Royalty Base in the Biotechnology 
Industry

Many of the issues with using profits as the royalty 
base disappear in the partnerships that biotechnology 
and pharmaceutical companies establish.

First, the relationship between them is not a rela-
tively passive licensor/licensee relationship. In con-
trast, academic licenses are typically passive. They 
generally don’t provide for the academic institution to 

18. “Emerging Trends in Biotech/ Pharmaceutical 
Collaborations,” S. Garcia, The Licensing Journal, 1-6, October 
2008, available at http://www.mavery.com/academic/Garcia_
Avery_Emerging_Trends.pdf. 
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supply any technical assistance to the licensee beyond 
possibly a minimal amount to transfer the know-how 
associated with the technology. Indeed, many universi-
ties don’t even include know-how in their licenses, on 
the basis that the know-how resides in the head of the 
professor, and if the licensee needs access to it, they 
should hire the professor directly as a consultant. If the 
licensee needs the university’s help to further develop 
the technology that is generally handled through a sep-
arate Sponsored Research Agreement, it may have to be 
negotiated by a separate office within the university.

By contrast, the relationship between licensor and li-
censee in the biotech industry is much more active. The 
agreements are generally titled “Collaboration Agree-
ment,” not “Exclusive License Agreement.” The licensor 
is invariably involved in the completion of the research 
phase, and may be involved in the development phase, 
the early manufacturing phase, and even in the commer-
cialization of the product through co-promotion.

The agreements specify the categories of costs that 
the parties have agreed to share, and how to calcu-
late these costs in great detail. The parties will gener-
ally report the revenues and expenses to each other 
quarterly and the party that has incurred less than its 
agreed share of costs will make a “true up” payment to 
the other. Both parties will both generally be publicly 
traded and will have one of the Big Four auditors.
J. Is a Profit Share a Running Royalty?

The Regents’ sublicense income language excluded 
“royalties on the sale” of Licensed Products paid by 
sublicensees to Medivation from inclusion in Subli-
censing Income and Medivation was not required to 
pay 10 percent of such royalties on the sale to Re-
gents—Regents instead received four percent of subli-
censee sales under the pass through.

Whether profit sharing payments constitute “roy-
alties on the sale” was therefore the central issue in 
the dispute.

Medivation filed a redacted copy of its Collaboration 
Agreement with Astellas as part of its 10-K for the pe-
riod ending December 31, 2009.

The Agreement stated in §8.1 that Medivation grant-
ed Astellas an exclusive (even as to Medivation) roy-
alty-bearing, sublicensable license to the Medivation 
Technology and sublicense to the UCLA Technology.

§9, Financials, specified the payments discussed 
above, totaling $765 million in §9.1 (License Fee, $110 
million), §9.4 (Regulatory Milestone Payments, up to 
$335 million) and §9.5 (Sales Milestone Payments, up 
to $320 million). In §9.2 it specified the mechanisms 
for reconciliation / reimbursement of various catego-
ries of costs for the Shared Territory (the U.S.) prior 
to commercialization and in §9.3 the mechanisms for 
profit sharing in the Shared Territory following com-

mercialization. In §9.6 it specified the royalties paya-
ble in the Licensed Territory (RoW).

The Agreement made a clear distinction between the 
50 percent of Operating Profits and Operating Losses 
that Medivation would receive in the U.S. and the Roy-
alties that it would receive in RoW. It did not state why 
the payments were being made nor why Medivation 
received different amounts in the two territories. In 
these respects, the Astellas-Medivation agreement is 
entirely typical of profit sharing deals the author has 
reviewed, and the UCLA-Medivation deal is typical of 
pass through academic deals.

The balance of this article, therefore, discusses the 
general concepts involved, not the wording of these 
two specific agreements.

The question remains, therefore, is a profit share a 
“royalty on the sale” of a Licensed Product and there-
fore excluded from Sublicensing Income?

The term “royalties on the sale” in the exclusion from 
Sublicensing Income is broad, and has to be broad, be-
cause the academic institution and its biotech licensee 
will have negotiated their deal years before the bio-
tech will negotiate its pharma deal. They have no idea 
what the pharma deal will look like nor how it will be 
structured. However, they have agreed that the aca-
demic institution will receive the same running royalty 
on the pharma’s Net Sales of the Licensed Product as 
it would have received if the biotech had sold the prod-
uct, so they seek to exclude the royalties the biotech 
receives from the pharma from Sublicensing Income, 
no matter how the royalty payments are structured.
K. Is a Profit Share a Running Royalty?

The key question therefore is: “Is a profit share a 
running royalty?”

In the author’s opinion, the answer to this question 
has to be “Yes” for the following reasons:

First, as discussed above, the origin of the term royal-
ties was a share of the profits earned from a monopoly.

Next, also as discussed above, operating profits are 
a normal royalty base, albeit a less common base than 
Net Sales, though in some sectors, such as generic 
drugs, profits are the norm. There is at least one in-
stance of an academic institution agreeing to use prof-
its as a royalty base which is in the public domain 19 

and, anecdotally, discussions with academic licensing 
professionals indicate there are more examples which 
are not public.

Next, operating profits are a measure of the extent 
of the licensee’s use of the licensed technology, a re-
quirement for a royalty base, though the relationship is 

19. An amendment to MIT’s deal with Momenta for 
generic enoxaparin changed the royalty base from Net Sales to 
Momenta’s Profit Interest from Sandoz’s sales of enoxaparin.
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not a linear relationship as is the case with Net Sales. 
Table 1 shows that Astellas’ Operating Profits increased 
more rapidly than Net Sales. The relationship between 
profits and sales is not linear but as sales increase, so 
do operating profits.

Third, the share of profit share that the biotech re-
ceives from its pharma partner is generally the only 
compensation that the biotech receives from the phar-
ma’s sales and at least part of the profit share has to 
be the compensation the biotech receives for having 
granted a license to its IP and the sublicense to the 
academic IP.
L. What Else Does a Profit Share Do?

Table 1 shows that Medivation receives almost twice 
as much as a percentage of Astellas’ Net Sales in the 
U.S. as it does in RoW. The next question is therefore, 
“What does the balance represent?”

The difference in the business arrangements be-
tween Medivation and Astellas in the U.S. and RoW is 
that in the U.S. Medivation contributed 50 percent of 
the development costs, whereas it did not contribute 
to the development costs outside the U.S. 

Unlike most biotechs and pharmas, Medivation broke 
down its R&D spend by project in its 10-Ks. Its R&D ex-
penditures by project, including Xtandi® (MDV3100), 
are shown in Table 2.20 

It is clear that, rather than ceasing after they had 
obtained their pharma partner, Medivation’s R&D ex-
penditures on Xtandi® accelerated dramatically after the 
October 2009 deal with Astellas, reflecting the 50:50 
cost sharing aspect of the deal in the U.S. Allocating 

the indirect costs proportionately across all the specif-
ic projects, Medivation spent a total of $482 million 
developing Xtandi, $448 million of which was spent 
after the deal with Astellas was signed.

Table 1 shows that Medivation was receiving close 
to twice the percentage of Xtandi’s sales in the U.S. as 
in RoW, so the higher running royalties in the U.S. are 
providing a return to Medivation on this investment.
M. Royalties as a Return on Investment

Licensing professionals generally think of running 
royalties as a method of compensating a licensor for 
a license to use their intellectual property. Less com-
monly, they can also be used to compensate investors 
for investing in developing drugs. The investor is tak-
ing on the risk that the drug will not be successful and 
so will demand a big upside to compensate them for 
this risk.

One of the best known examples of royalties being 
used to provide a return to an investor is the venture 
philanthropy program of the Cystic Fibrosis Founda-
tion (“CFF”), which raises money philanthropically 
and invests it in companies developing treatments and 
cures for cystic fibrosis. 

Its best known program has been with Vertex Phar-
maceuticals. Since 1998 CFF has invested some $150 
million21 in funding Vertex and a predecessor company, 
Aurora Biosciences, to discover and commence clinical 
development of the molecules that became Vertex’s 
products Kalydeco and Orkambi plus various triple 
FDC products currently in late stage development. 
CFF’s compensation was via tiered running royalties 
of upto 12 percent of Vertex’s Net Sales of the drugs.22 

Table 2: Medivation R&D Expenditures by Project ($000s)

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 Total

Direct Costs:

Dimebon 3,077 5,186 10,721 27,910 40,545 23,454 27,046 2,164 140,103 

MDV3100 261 3,021 2,619 8,845 11,749 35,327 47,148 67,086 73,076 102,669 74,616 426,417 

MDV3800 — — 12,454 12,454 

MDV9300 — 5,949 59,099 65,048 

Early-stage 19,190 36,140 61,063 59,071 175,464 

Other  198 748 3,481 14,088 9,258 9,461 37,234 

Total direct 3,338 8,405 14,088 40,236 66,382 68,039 83,655 88,440 109,216 169,681 205,240 856,720 

Indirect 1,934 3,420 9,311 14,659 7,050 4,189 4,073 7,188 9,736 19,889 26,860 108,309 

Total 5,272 11,825 23,399 54,895 73,432 72,228 87,728 95,628 118,952 189,570 232,100 965,029 

20. Pfizer’s acquisition of Medivation closed on September 
28, 2016, so it did not file a 10-K for 2016.

21. A. Stevens, unpublished data from analysis of CFF-Vertex 
transactions filed with SEC.

22. Research, Development and Commercialization 
Agreement between Vertex Pharmaceuticals, Inc. and Cystic 
Fibrosis Foundation Therapeutics dated May 24, 2004, accessed 
through Recap IQ by Thomson Reuters.
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CFF started monetizing its royalty rights as soon as 
Kalydeco® received FDA approval in 2012. It received 
$150 million from an agreement signed in May 2012 
and a further $250 million from an agreement signed 
in May 2013, both with undisclosed purchasers.23 In 
November 2014, CFF announced that it had sold its 
remaining royalty rights in Vertex’s CF treatments to 
Royalty Pharma for $3.3 billion, the biggest royalty 
monetization ever.24 

In another example, the Japanese trading company 
Mitsui and the U.S. CRO Quintiles Transnational Corp 
created two funds, one of $459 million in 2013 and 
another of $866 million in 2016, to invest in Phase 
3 trials for big pharmas.25 The funds are managed by 
NovaQuest Capital Management LLC, the strategic 
partnering group of Quintiles.

In 2008, TPG-Axon, a private equity firm which has a 
strategic partnership with NovaQuest, agreed to invest 
$325 million in two Phase 3 trials of Eli Lilly’s two lead 
molecules for Alzheimer’s Disease; TPG-Axon would 
have received success-based milestones and royalties 
if the trials had been successful and the compounds 
had received FDA approval; through its side agreement 
with TPG-Axon, NovaQuest paid 10 percent of the 
costs and would have received 10 percent of TPG-Ax-
on’s returns.26 Lilly has subsequently announced that 
the trials had failed in all the categories of Alzheimer’s 
patients in which it was tested.

In 2016, NovaQuest agreed to pay up to $200 mil-
lion to fund the Phase 3 trials of Pfizer’s rivipansel. 
If the drug is successful, NovaQuest could receive a 

series of payments totaling as much as $267 million, 
plus royalties on sales, for the next eight years.27 
V. Conclusion

Academic institutions discover significant numbers 
of new drugs, and license over half to start-up or ex-
isting small biotech companies, who are highly likely 
to sublicense them to large pharmaceutical companies 
at some point down the road. Very large sums can be 
involved in these sublicenses, and great attention must 
be paid to the wording used to define the obligations 
of the biotech to share these payments with the aca-
demic institution in the initial license.

Exemplifications of the types of payments which are 
to be shared may be helpful to avoid disputes down 
the road, when large sums of money may be on the 
table. For instance, rather than defining sublicense 
income to include “milestone payments,” it may help 
to avoid subsequent disputes to define sublicense 
income to include “milestone payments, including, 
but not limited to, payments for the achievement of 
patent, pre-clinical, clinical, regulatory, sales and any 
other milestones.”

When defining how royalties will be shared, it may 
be helpful to define royalties as “running royalty pay-
ments, irrespective of whether they are based on sales 
revenues, unit sales or some measure of profits.”

That said, the absence of such exemplifications in 
a license should not, of course, be used as a basis to 
limit the payments which should be shared. ■

Available at Social Science Research Network (SSRN):
https://ssrn.com/abstract=3103163

23. Cystic Fibrosis Foundation, Consolidated Financial 
Statements for the years ended December 31, 2012 
and December 31, 2013, available at http://www.cff.org/
aboutCFFoundation/AnnualReport/. 

24. http://www.royaltypharma.com/press-releases/2014-
11-19; last visited 5/8/15.

25. “Mitsui puts $150m toward pharmaceutical development 
fund,” Nikkei Asian Review, March 23, 2016, available at https://
asia.nikkei.com/Business/Deals/Mitsui-puts-150m-toward-
pharmaceutical-development-fund. 

26. “A Novel Investment Partnering Solution for Sharing 
Development Risk”R.A. Huml, December 2008, available at 
www.raps.org/WorkArea/DownloadAsset.aspx?id=4071;.

27. “Drug Makers Take Page From Hollywood to Spread the 
Risk,” D. Roland, Wall Street Journal, April 30, 2017, available 
at https://www.wsj.com/articles/drug-makers-take-page-from-
hollywood-to-spread-the-risk-1493557202. 


