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How to Negotiate Reasonable Royalty Rates
for Licensing Novel Biomedical Products

By George D. Corey and
Edward Kahn

Despite the current recession, bio-
medical firms are surviving. Many,
in fact, are flourishing. Their life-
blood is technological innovation,
and patent licensing is responsible
for a fair portion of their technology
or revenue or both.

Licensing between firms and from |

universities and other nonprofits has
become standard ‘operating proce-
dure for growing biomedical compa-
nies. The licensing process, how-
ever, involves many steps and can be
complicated. Perhaps the most prob-
lematic part of licensing is negotiat-
ing royalty rates and other related
componenis of these agreements.

point
of
view

iar to licensing executives appear ad-
equate. These theories include, but
are not limited to:

1) Multivariant economic model-
ing of afirm (and its technology), the
newest and most sophisticated ap-
proach 1o licensing. However, this
technique is too complex to be useful
in daily licensing work. 1t requires
the construction of an economic

to the bulk of the profit.

The 25% rule is difficult to apply.
First, it assumes you can adequately
track and accurately estimate cosis
and revenues from a single product,
product line or technology. It then
maintains that you can fairly allocate

overhead and other expenses to

achieve some type of estimated
profit, which can then be shared on a
25-75 basis between the hcensor and
licensee. '
Second, it also assumes entitle-
ment to 25%, which itself is arbitrar-
ily ser. Third, it requires significant
information sharing during the nego-
tiation stage between two firms that
do not yet know if they want to do
business. In the highly competitive
biomedical field, this is nota realistic

Table 1. Biomedical Licensing Grid*
Technology Running  Up-front Payments Minimum Comments
Classification Royally Annual Royatties
Reagents or 1-3% Rempture patentcosts - $2-10,000 —
Process Method _ -

- Reagents for use in 2-10%  Recapture patent costs $2-10,000 —
Research Kits .

4 Diagnostics, in vitro 2-6% $5-10,000, up 10 $20,000  $2-60,000 somefimes a sliding scale for
‘ royalties is used
Didgnostics, in vivo 38% $5-10,000, up to $20,000  $2-80,000 o
Therapeutics 412%  20-50,000,upto $150,000  (worst case sales scenario) - a sliding scale for
. X{base royalty rate} X toyaffies is often used
%0 30%)
Medical instumentation  4-10%  $6-150,000 . -. $5-20,000, 1st year —
T $10-25,000, thereatter

Software 3+15%  upio$100,000 - —
*The authars prepercd this grid based on their own expeeei d gh the assi; f licensing personnet a1 varicus universities andi bi s, Since the B f ket are fr only
ranges of Tees are showin

Underlying Assumptions
for Table 1

1. Up-ront payments may be combined and
such terms are deal dependent.

2. The high end of up-tront payments is usu-
ally associated with a “hot’ fechnology in a de-
veloping fiekd.

3. Excluswewoﬂdmdehcenses anythlng else
dirninishes the royalty rates.

-4, Licensee holds no equlty in Ix:ensor i
equrly is held or is part of the lransacﬁon, then
the rates are reduced. - -

5. There & no claim of mfnngement by me
licensor against the licensee. If a claim exists
then the up-front payments can be significantly
increased to recapture presumed myalty pay
ments that may have been owed. :

" 8. Terms regarding credihng of any up-from
payrments toward running royaties are negoh-
atedonadea]—by—dealbass RV

= 7. No significant sponsored research agree—
ments are invalved, othemse the royartzes are
usuaﬂy reduced, ... o

8. Overseas Ilcensmg mtes somet:mes com-
_ mand a stightly lower set of rates. -

-39, Up-front p ayments aré b
1990 dollars.” ¢
210, The technology fhat & is Tice may or
may fiot have been issued a patent, bt the
palert has beeri appfied for and 4 reasoriable
opinion exists that the technology is pafentable

tinriar the Tawe nf the tinited States and at least

model of the licensing firm using
weighted cost of capital, target rates of
Tetumn on tangible or intangible prop-
erty, R&D costs and other factors.
Useof suchmodels, while elegant,
is time consuming, costly and not
necessarily accurate. It also requines
consensus among the parties in-
volved in the licensing negotiations
to ensure the acceptability of the pro-

cess by which the proposed royalty i
-+ 2| ticular fee structuré to a firm before
"2) The.25% rule argue that the
.target royalty tate should result in a -
licensor’s ‘receiving’ approxunately"_

ratc was established. -

25%.of the profit from marketing a
tcchnology ‘Since substantial risk is
involved in final product develop-"

assurmption.

" 3) The simple investment theory
approach usually results in a firm
selecting a target asset (such asR&D

‘expenses) and then setting an esti-
mated rate of return from that partic-
ular investment. Royalty rates subse--
quently are established to reach that
expected rate of return.

~Such rationale for setting royalty
rates is most useful for selling a par-

or during negotiations. Whether any-
one will license based on this ap-
'proach is hlghly debatable.

4) The prdfit. maximization tech-
jnzque shops the technology around
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ment, the licensee should be entitled | . .
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governmental, which is as it should
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Underlying Assumptions
for Table 1

1. Up-frent payments may be combined and
such terms are deal dependent,

2. The high end of up-front payments is usu-
ally associated with a “hot” technology in a de-
veloping fiefd.

3. Exclusive workiwidelicenses, anything else
diminishes the royalty rates.

. 4, Licensee holds no equity in ficensar. If
equity is held or is part of the transaction, then
the rates are reduced.

&, There &5 no claim of infringement by the
licansor against the licensee, If a claim exists
then the up-front payments can be significantly
increased to recapture presumed royalty pay-
ments that may have been owed.

B. Terms regarding crediting of any up-frant
payments toward running royallies are negod-
ated on & deaf-by-deal basis.

7. No significant sponsored research agree-
ments &re involved, atherwise the royalies are
usually reduced.

8. Overseas licansing rates sometimes com-

9. Up-ront payments are based on 1989-
1930 dollars.

10. The technology that is ficensed may or
may not have been issued a patent, but the
patent has been applied for and a reasonable
opinion exists that the technology is patentable
under the laws of the United States and at least
one other country.

For licensing biomedical technol-
ogy (BT), in particular, a unique set
of circumstances can pose some
problems:

« BT is highly regulated by vari-
ous federal and state agencies. Reg-
ulations cover not only product ap-
provals, which can require years of
testing, but approval of the manufac-
turing process as well. ‘

+ BT faces rapid technological ob-
solescence, which considerably re-
duces product life cycles, notwith-
standing patent protection.

« BT is highly dependent on the
approval of third-party organizations
(e.g., insurance companies, Medi-
care, Medicaid) to establish equita-
blereimbursernentrates so that anew
technology can become commer-
cially feasible within a reasonable
period of time. "

« Final product development can
be expensive because many technol-
ogies are new and untested.

These variables, along with the
usuai risks associated with commer-
cializing a technology, significantly
complicate atiempts to establish rea-
sonable royalty rates.

In light of the above discussion,

few of the royalty rate theories famil- .

weighred cost of capital, target rates of
refurn on tangible or intangible prop-
erty, R&D costs and other factors.

Use of such models, while elegant,
is time consuming, costly and not
necessarily accurate. It also requires
consensus among the parties in-
volved in the licensing negotiations
to ensure the acceptability of the pro-
cess by which the proposed royalty
rate was established. ]

2) The 25% rule argues that the
target royalty rate should result in a
licensor’s receiving approximately
25% of the profit from marketing a
technology. Since substantial risk is
involved in final product develop-
ment, the licensee should be entitled

Diagnostics, In vivo K5y PTIGUW, U W WEUWoY e v
Therapeutics 4-12%  20-50,000,up to $150,000  (worst case sales scenario) “a sliding scale for

X (base royalty rate} X royalties is often used

{10% 1o 30%})
Medical instrumentation  4-10%  $5-150,000 $5-20,000, 1st year —

$10-25,000, thereafter
Software 3-15%  upte$100,000 — -

thors prepared Uis g on deir o ince ang through dhe assi of liceming personniel &1 varous universiies . Since 16 biomedicll morkets are g d, only ap
ranges ol rees e shown.
model] of the licensing firm using | assumption.

3) The simple investment theory
approach usually results in a firm
sefecting a target asset (such as R&D
expenses) and then setting an esti-
mated rate of return from that partic-
ularinvestment. Royalty rates subse-
quently are established to reach that
expected rate of return.

Such rationale for setting royalty
rates is most useful for selling a par-
ticular fee structure to a firmn before
or during negotiations. Whether any-
one will license based on this ap-
proach is highly debatable.

4) The profit maximization tech-
nigue shops the technology around

SEEPOINTOFVIEW,p. 12

letter

Writing in The Washingtorn Post,
Shintaro Ishihara, a member of the
Japanese Diet and author of *“The
Japan That Could Say No,” makes a
telling point about science and tech-
nology. “Technology is of little use,”
he says, “if it is isolated in the labo-
ratory. To be of value to human kind,
scientific knowledge must be devel-
oped and applied.” :

In this country, the partnership be-
tween academia and indusiry has
proven astonishingly effective in
promoting the transfer of technology
from the laboratory to the market-
place and in moving the benefits of
science from the bench to the bed-
side. It is a symbiotic relationship
that has served well the interest of
scientists, taxpayers, doctors and pa-
tients. All Americans have benefited

‘from the promptpractical application

of medical research.

Underlying the success of our sys-
tem has been the tradition since
World War II of sustained federal
commitment to medical research. To.

‘assure that this support continues at

appropriate levels, business and aca-
demia need to work together in build--
ing public support as effectively as
they have worked together to de-
velop the fruits of science.

Over the years, industry has
greatly increased its investment in
biomedical research, to the point that
last year, for the first time, the phar-
maceutical industry claimed to have
invested more in R&D than did the

NIH. Appropriately, the vast major-
ity of industry investment has been
in applied or clinical research. The
basic research effort has been largely
governmental, which is as it should
be.

It is praiseworthy that business is
also prepared to plow back a part of
its profit into research. Industry
should do this. But it cannot and
should not be expected to supplant
government as the main force behind
medical research.

Pressure will continue to increase.
however, for additional industry

funding in direct relationship to

funding shortfalls by government.
Without sufficient support for public
funding of medical research, one of
two things will happen: funds ear-
marked by industry for development
will have to be shifted to basic re-
search, a redeployment that could
delay the delivery to market of new
products. Or, the U.S. will sacrifice
its global leadership in medical sci-
ence, an eventuality that would have
serious economic consequences for
the nation as well as the industry.
Leaders in some other industries
have learned too late that their pros-
perity hinged on public support. [
hope that the executive leadership of
biomedicine and biotech will not
make the same mistake.
' Jack Whitehead
Chairman of the Board
Research!America
Alexandria, VA
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1o find the highest bid or best mar-
keter. Since licensing is a time-con-
suming task, shopping a technology
to the highest bidder adds to the cost
of licensing. Also, it tends to forego

closing a deal because it argues that .

“we might get a better offer if we
speat just a little more time.”

While some biomedical comipa-
nies have tried this approach, it is less
likely to yield true profit maximiza-
tion in a rapidly changing market
where technological obsolescence is
a hallmark.

-5)An mdushy standard appr aach ‘

looks. to previous licensing terms to
setanorm for market segmented roy-

alties. Since the basis of these rates is .
historical, some argue that this ap-.

proach i ignores future problems and

opportunities and fails to facto in-

market changes and the like, . -
Although these criticisms hold

some weight, they miss the point. In
a rapidly growing, highly regulated
market, industry norms have to fac-
tor in (in a less-than-ideal, quantita- |
tive way) many variables, including

- the ones mentioned in the previous

models. Also, norms change over
timé, so they are not written in stone
as some have suggested. "~ - i
The industry standard method is
grounded in what the market is will-
ing to pay (within a range outlined in

" Table 1) and helps set a baseline of

faimess. This is important because

-licensing_arrangements_are-long-
term relations where more than’ just
-the patented technology is-trans-
. ferred, Arrangements often:include

transfer of specialized know:-how
and personnel, regular audmng, ad-
ditional consultation and more. = -

“Industry standards provide a

; workable basis on which to.begin |
- licensing’ negotiations. - 1f ad_)ust- ‘
~-ments need to be made in the. rate, it
is easier to explain a departure from

the nomn than to make a case‘for a
certain royalty rate de novo..

_fluctvations in economic conditions,

: most important hallmarks that char-,
“acterize:a workable licensing ar-
-rangement. These are embodied by

lies on today
i Translatmg theory intoipractice

: b:omedlcal license. These fall within -

. ;‘front-end payments, ™ “dasclosuref

* No one theory can address all the

different costs associated with addi-
tional development of the.technol-
‘ogy and .servicing of the. licensing
agreement, and comparative rates of
- retumn for funds invested in the tech-
“nology. Even if it were possible,
_drafting a workable royalty rate
wouldbecomphcated _

¥ Simplicity and. faimess are ‘the

- the “industry standard appreach,
“which most biomedical hcensmg re-

Types of Payments

“results i in an assortment of payments
. that .are. ‘usually found in: a‘typncal,—

the penumbra of royalty paymen
Up-front payments,’ alsoicalle

payments” or “initial payments,” are

made ‘upon signing the ‘licensing | s

agreeroent At.the - very leasi these. |

llcenslng and altend
tive expenses.: S

mium based on the imp
ing’ rResearch"l:\and

technology has bee ~'fnar .'
goal is to induce’
on a licensed technology ‘In'the;

it Fi

may, notbelmposed for'the firs e

da u wgﬂ.f\
g i?p.ll"’é‘
ntby; want
the li ensee to deye op'a 1nal,p:okd. 3
uct.

‘ 1D omedlcal i

Ul
form.; upﬁ}:ﬂt payments
royalnes .and..tunn
Someof thcexpected

pledged 10 defend the patent(s):

%Some examples of other noncash
I fteme that mnv e weed 1o trade off
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[OrTR, UpLrOnt paymers, miniumum
royalties and running royalties.
Some of the expected ranges of terms
for each component are “outlined in
Table 1.

Noncash Trade-offs

Proposed royaity rates may be
modified or ameliorated by certain
pledges that have value beyond im-
mediate cash. For example, thé
promise of a licensee to defend the
validity of the patent can be very
valuable to a small licensor or uni-
versity. Since this represents only a
contingent Hability, itrequires noim-
mediate cash payments by either
side. It also may help defer potential
lawsuits by the factthata licensee has
pledged to defend the patent(s).

Some examples of other noncash
items that may be used to trade off
concessions in royalty rates include :

« licensing back technological im-
provements;

r

« mandatory sublicensing by the

licensee to produce additional cash
flow from application of the technol-
ogy, usually in noncompetitive mar-
kets;

* limiting territory, use or product -

application of the technology;

= stronger march-in rights to
resecure the technology if the licen-
see does not meet certain milestones;

* noncompetition provisions that
restrict a licensee from making prod-
ucts that compete with the licensor or
other licensees; and

 nonexclusivity, although this
can cut both ways since granting a
nenexclusive license may make an-
other license for all practical pur-
poses impossibie.

Reaching agreement on royalty
rates for biomedical licenses is more
of an art than a science. Uncertainties
about regulatory approval, techno-
logical obsolescence, third-party re-
imbursement and product manufac-

“turing, along with more typical con-

cems involving economic cycles, de-
velopment and marketing issues,
make biomedical licensing an indis-
putable challenge. B
George D. Corey is program devel-
opment manager of the Laboratory
of Cancer Bivlogy, Dept. of Surgery,
Deaconess HospitallHarvard Medi-
cal School in Boston, MA. Edward
Kahn is president of EKMS, Inc., a
technology transfer firm based in
Cambridge, MA.
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