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. BIOTECH LICENSING _
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- Jeffrey M. Wlesen

A.  AVAILABLE OPTIONS
" A'license is a grant by one party (the “Licensor”) to another party (the “Licensee”) to use
the first party’s iilté.lle'ctiial_prdpéﬁy;'or, in 'sofne cases, tangibiefbrqperty.' Li&énsing*tthh‘Saét_iohé- |
can be siinplé_, or they can be ébﬂiplex;' ‘They can range from 4 simple é)iCh'ailg"e.:'lbf 2 lump-sum =
cash payment for a fully paid, perpetual, WorldWidé;'hoﬁexéli;sivé" license to practice the -
inventions claimed in a patent without any transfer of know-how or tangible materials and ~
* without representations or war'l_‘antie's"és:_tb'\}a}i'dity‘by:'the patentee, to a collaborative resea,rch”i "3
" arrangement in which two parties perform research and 'broSs-l_iCénse'the results to each other for
| specified territories or fields of use, tO‘mmkey'cdn'sﬁ'uction ofa fenn'f_:nt:ation: facility ready to
produce a protein product at commercial scale, fogether with ;_i"liceﬁée to use all present and =~
- future relevant patents and know-how of the Liéensﬁr;: The first cése-ihVélvés"\kerY‘ few COliipléx "
issues and almost nio ongoing relationship, while the two latter cases will require a very Cargful e
definition of each aspéct of the rélatioﬁship',‘ since '-itwil_l_ be an ofigoing interactive relationship =

for a number of yéars. In each case, however, all available options should be considéred.
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1. Subject Matter of License

The inteliectual property to be licensed consists of patents, trademarks, service marks,
tradenames, copyrights (and/or applications therefor), trade secrets and know-how (accumulated

skills, experience, processes and proCédufes not réééhing the level of trade secrets). The various

types of intellectual property constituting possible subjects of a license agreement have different

attributes and are differently protected, some by statute and some by common law. - .

.. While any tangible property can theoretically be licensed, for most types of technology

~ other forms of conveyance of a “right to.use” are emp:loyed,_such,:as a sale or le_:ase. However, in‘:

biotechnology, new types of “tangible” p_rqpe;‘ty,__:gpn.si_sting of :biol_qg.i_cal:_mateﬁalls such as DNA,
RNA, cell lines, vectors, plasmids, hybridomas, monoclonal antibodies, and quiﬁeqiorganisms

~ are the subject of licenses. Even in _thé_se_ cases, the value of the tangible object is its physical . . -
‘embodiment of intellectual property. In licensing ‘.such property, while the legal considerations
a.rqbgs_ical_ly._:‘ghe same as with “pure” intellectual property, special considerations arise as a result
éf the “living” nature of the property. A license must deal not only with ;he_right to use the
propex_’_ty delivered, but also with ownership of, and the right to use, its progeny, derivatives, ..
mutants and products. Unlike licenses of “pure” intellectual property, where thereisalong .
“history.of c;omme_r_cil_al. behavior and case law to define relative rights of the parties in the.absence
..of a'c.lc_ar- agreement, the biotechnology industry is o_nly twenty-five years old, there is still very .
little law directly on point. Therefore, it is important that a license agreement covering:.
biological materials deal not only with the materials delivered by the Licensor, but also with the
‘use of .progeny, derivativeé, mutants, products and the like, including ways to determine whether

a biological material different from the one initially delivéred ié, in facﬁ, s_ﬁch a inate_rial. .So‘lo.ng
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as the parties stay within :the-:legai constraints discussed below, they should be free to reach any

~ agreement which suits their.commercial purposes. -

2. ‘Make, Use, Séll and Tompor

The grant ofa patent glves the owner of the natent the excluswe nght to make use, sell B

and 1mp0rt products embodylng or made w1th the practrce of the sub; ect of the patent (35 U S C.‘

Sec 154) ThlS four part nght to make use, sell and 1rnport forms the ﬁrst optlon for deﬁmng _. |
the nghts of the L1eensee to 1nte11ectual property A 11cense may grant nghts to onie or more of :
the four categones and the decxsron of the partles should be clearly spelled out. For example,
llcense for 1nternal use of a research tool wonld grant nghts to make and use, but not to sell or
nnport A lrcense to amanufaenner who wﬂl make and market a reagent k1t but who is not o
authonzed to operate a sertrxee busmess w1th the rea,s,rents w111 grant nghts to make selI and |
1rnp0rt butnettouse | T . | | | )

- __Frie‘ld of Use Restrictions .

- Alicense restricted by “field of use” grants the Licensee the right to use the licensed

intellectual or tangible property for only limited applications, and not in every possible way. ..

- While there are some arguments to the contrary, it is generally agreed that field of use -

restrictions in license agreements.are permissible as to all areas of intellectual property.. See, . ...

e.2., General Talking Pictures Corp. v. Western Electric Co., 305.U.S. 124 (1938); Bela Seating . -

Co. v. Poloron Products. Inc., 438 F.2d 733 (7th Cir. 1971); Benge Laboratories, L.td.. v. R. K. -

- Laros Co., 209 E.._Supp,.639 (E. Pa. 1962), aff’d-per curiam 317 F.2d 455.(3d Cir. 1963), cert. ..
* denied 375 US. 833 (1963); LS. v. Ceiba-Geigy Corp., (1976-1) Trade Cas. Para. 60,008 (D.

* N.J. 1976).




- .The.concept of field of use licensing is best illustrated by example. If the subject of a-
license is a patent on'a new method of inserting plasmids into bacteria, the patent owner-could -
license one Licensee for use to produce human pharmaoeuticals and ahother for use to produce

orgamc chenucals Each of these hn:uted apphcatlons would be a field of use. In blotechnology,

- spec1al care should be glveu to consxderat]on of ﬁeld of use restnctlous Mahy mventlons wiil
B | have use in both therapeutlcs and dlagnostlcs Some mventmns w111 have apphcatlons in ﬁelds
that are uot anu(:lpated when the hcense is negotloted Even the “usual” fields must be carefully.
cons1dered For example does a hcense in the ﬁe]d of “vaccmes mclude the new canoer o
Vaccmes” bemg deveioped? These are therapeutlc pt'oducts not prophylacttc pt'oducts but they
operate by stlmulatmg the immune system in the same way as trad1t10na1 prophylactlc vaccines. |

Does the nght tousea gene to “genotype a patlent fall under the “dlagnostlc” ﬁeld" Does 1t

‘matter if the genotypmg is for the purpose of determmmg whether a spec1ﬁc therapeutic should

be administered? Because blotechnology is evolving so qulckly, elther the Llcensee or the

- Licensor should have the right for all umdentlﬁed fields so that no area is leﬂ out of the rights.

| For eX'a‘mpIe’, au agreement should not give dlagnostlo-nghts to Licensee and therapeutlo rights to
Licensor. Instead, Licensor should retain rights in “all fields other than diagnostics.” An~ ~
additional problem arises with field of use questions in phiarmaceutical products. Since these. -
- products are subject to strict regulation, an -adyerSe event by one licensee in its field of use can -

impact another Ticensee that is developing the same compound in a different field: Also,ifa

field of use division of rights is'based on the indication for which a thérapeutic productis to be

sold, the phrties must address the issue of “off-label” use. For these reasons; licénsees in the - -

pharmaceutical industry often insist on having rights in ttil fields, even if they do hotip’l_ah to
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exploit all fields, or at least insist that licensees in other fields be required to use a different

formulation of a licensed compound.
4. Exclusivity

. There are three common degrees of exclusivity. granted i m licensing transactions, .

exclusive licenses, sole licenses and nonexclusive licenses. -

* Exclusive License - gives the Licensee thé right fo use the licensed intellectual or tangible

property.ahd the rlght to_r e;{c.lude' all others, including the Licensor, from use thereof.’ B
Sole License glves the Llcensee the nght ’to use the hcensed mtellectual or tang1b1e o
B property, sub_; ect to a retamed nght in favor of the Llcensor and the nght to exclude aIl |

persons other than the Llcensor from the use thereof

Nonexclusive License - gives the Licensee the right to use the licensed intellectual or

téngible property but no right or say as to its use by others S
_(Note: .a comrrlo._n.' effdr'iﬁ 'lieens'e agreements 1sthegrant of -a ;;soie andexcluswe iicéﬁgé.” This
1angﬁ;gé can create ambiguity and should be avoided), |
. | irrlbrotechnolog;f; trcenses for therapedtlc ordlagnostlc prodtlcts are éenerally ex.cluswe

at least for a ﬁeld of use and a temtory, whlle hcenses for tools and databases are generally _

nonexclusxve Llcenses for drug targets vary, dependmg on the structure of the overall

. relatlonshlp prov1d1ng access to the target For example llcenses to targets found ina database :

to whlch the llcensee subscnbes w1ll generally be nonexcluswe whlle hcenses toa target

discovered in a research collaborat:_on will generally be exc_luswe.




5. Sublicense Rights
The license agreement should expressly state whether and to what extent the Licensee

may grant sublicenses, or, in the case of biological materials, deliver those matérials and the right

fo use them to others. The right, if granted at all, can be as broad as the basic license or can be

s

limited to various subcategories by “make; use, sell or import,” by territory, by field of use or by-
- -type of sublicensee. Care should be taken, however, to be sure that e_jther the Licensee ‘or‘ the’
Licensor has the right to grant further licenses' without consulting with the other to avoid antitrust
comphcatrons see __g_1 U S v. Besser Mfg Co 96 F. Supp 304 (E.D. Mlch 1951) and “Letter

from Department of }ustrce to Sa]k Instlt"ute dated December 16 1975 ” Patent Trademark and

Couvnght J ournal J anuary 8 1976 at A-4) Care should also be taken to deﬁne clearly the

: royalty rlghts of the Licensor with respect to subllcenses, as dlscussed below
A patent rnonopoly granted toa U S. patent holder glves 1t the b ght to grant )

' geographlcally limited licenses, and thus, where Just patents are mvolved geo graphlc market
restrictions are perrn1551ble (See 35U.8. C 261, and, e.g., Brownell V. Ketchum Wrre and Mfg
Co., 211 F 2d 121 (9th C1r 1954) In addltron since patents are granted ona country-by-count:ry
basrs temtorral restnctlons can be achleved by the use of grants of llcenses only under partlcular
patents 1ssued by partlcular countnes Care must be taken however to comply wrth Artrcles 85
and 86 of the Treaty of Rome and the numerous regulatlons thereunder where EEC countnes are

_ mvolved In.addltlon care must be taken not to attempt to restnct the actrvrtles ofa patent“ o

. licensee in countries where no patent protectlon exrsts, since thls may be held to be an_l rllegal

attempt to extend the patent monopoly and therefore to be “patent misuse.”




While there is little or no statutory authority for territorially restricted licenses to trade

secrets and know-how, it is generally beheved that such resmctlons are vahd unless they area

subterfuge for a market division scheme. A temtonally restrlcted 11cense to manufacture must

- however, be distinguished from territorial restrictions on resale of patented products, wluc_h may

b ™,
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be an antitrust violation.
7. Improvements and Grantbacks
A license.can 'cov'er the nltellecmal pro;terty asit exists at.the time of the agfeen'lent. but

it can a]so contaln nghts to advances or nnprovements made by the L1censor Careful deﬁmtlon "

. of What constltutes a hcensed nnprovement is requlred since the partles are dealmg w1th

unknown mtellectuaI property and since the contlnuatwn and amount of roya]ty payments may |
depend on 1t Slmlla:rly, where patent apphcatlons or patents are hcensed the agreement should

clearly indicate whether continuations-in-part and foreign equivalents are mcIuded

The license can also require that the Licensee gtmt tights to the Licensor with 'respiect to

" advarices and improvements made by the Licensee. If such “graritbacks” are included, they

should be viewed as a separate license and all elements should be considered. Also, grantbacks

' raise potential antitrust and patent misuse problems which should be carefully. considered,

especially under applicable EEC regulations. With biological materials, careful consideration of

these issues as they pertain to derivatives, progeny and mutations can be particularly important.




B.  ELEMENTS OF AL'I_C'ENSE AGREEMENT

I Watranties And Covenants

a. "Confidentiality

" A potential Licensor generally requires a confidentiality agreement from the potential

Licensee before “showing” the technology (not necessary for copyrights, trademarks and patents
_ wltich are _di_selose_d asa condition of s_tat_utory protection). Once a l_icense a_greement is si gned, ‘

| 'conﬁdentlahty is generally requn'ed by both partles In cases of excluswe hcenses conmderatton

should be glven to whether conﬁdentlal 1nformat10n mltlally belongmg to Llcensor should be
treated as conﬁdent1a1 mformatloﬁ of Llcensee, smce the commer01al value of that mformatlon
now belongs to.the.etl‘see‘ | | o | | |
o Standard excep_ti.on_s to the eonﬁ_deetiet_it_y oblig_etiqn__are: |
- information which at ._the time of disclosure is (or thereafter beepmes through.no._ fault of

L ._‘_Vdi_sc_l__psee) part of the publiedqmain;.

- information which at the time of disclosure is already in the possession of the disclosee;

L 1nformat10r1 later rece1ved by the chsclosee from a thxrd party havmg the nght to =

'dlsclose 1t and
- information required by law to be disclosed.

In addition, many recipients of confidential information, especially large companies with

'rhultiple research operations, insist on an exception for information “independently developed”
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by the disclosee. If such an exception is included, it should be limited to “independent

development by persons having no access to the confidential information.”
. The time peniod for the confidentiality obligation should be express. If the technology .

will not become public via “reverse engineering” of products after sale, a long time period of ...

N
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protection is necessary and appropriate. If the principal protection will be via patents, the time

- period should be long enough to cover expected prosecution of patent appli_cations_.r In

negotiating confidentiality clauses where patent applications will be ﬁled one should consider

' the 1mpact on conﬁdent:lahty of forelgn patent applications, since many countries pubhsh a

' patent apphcatlon elghteen months after the clalmed pnonty date o

Before signing a conﬁdentlahty undertakmg, a L1censee shou]d try to determme how
closely the technology relates to internal R & D activities and should not accept in conﬁdence
technology which Licensee expects will fall under the exception_for infonnation already in its

possession.’ The Li:éensee should also determine whether existing intérnal procedures will

protect received technology or whether special handling or special limitations on intemnal access

~ will' be required 1o insure compliance with its non-disclosure agreement. -

The'biotechnolog-y"zindustry has.devel:oped a.sp'ecial problem intheareaof

-_conﬁdentlahty Because many rcsearchers in blotechnology compames have academlc
_ backgrounds and because blotechnology companles use pubhclty about dlscovenes and early '

. developments to enhance thelr stock values in the pubhc and pnvate equ1ty markets, many

discoveries by biotechnology companies are published in scientific jou:nals in a manner that is
not the norm for bigger companies. This issue must be carefully dealt with by a license -

agreement to assure that publication does not adversely affect patentability.




b, 'OWnershig

Licensor generally.warrahts ownership of the iﬁtéllécﬁlél .propeﬂy wh1ch is ‘t.he éﬁbjebt of |

licenise and the right to grant the license. Note that, in the case of jointly owned patents, there is

a difference between U.S. law and other jurisdictions. In the U.S., any owner of a joint interest

ina péfent may grant alicense, Whilé'in Eﬁi_'opé, a valid license can only be granted with the -
consent of all joint owners |
b . _ m(mx S
Licensor g;:nerally d(;é;s n;)t warraﬁt patenf validlty; but ﬁequ.enﬂ)-r do.es w#rrant good
faith, non-fraudulent prosecutlon of the patent applicatlon and may warrant absence of
lcnowledge of any cIaIm of mvahdlty | o R

Licensor sometime warrants that practice of the licensed intellectual property does not. .

infringe ;ights of third parties. This is much less.common in the biotechnology area where , . ...

licenses are frequently granted at an early Stage before any patents are issued, and where many . .

key inventions are in competitive areas in which many companies are pursuing the same

research. In these cases, it is not possible to determine infringement with any degree of certainty

for many years until all applications are published and interferences resolved. Licensor .

frequently warrants tha_t_thc practice of the licensed intellectual property does not jnﬁinge any

other rights of Licensor.

10
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. Implied Warranties

There m be an ilnplied warranty by licensor akin to a warranty of fitness for a |

particular purpose under the UCC. Unless Licenscr is prepared to make such a warrailty, th13 -

_should be negated.

P
N

f Licensee PerfonnanceffDilige'nce' k

Llcensee generally glves some covenant w1th respect to 1ts efforts to explmt the 11censed' |
mtellectual property. Thls is oﬁen the sub]ect of dlfﬁClﬂt negotlatlons because of the long

product "develo_pm'ent cycl'e n blote'chnolog_y products and the possﬂnhty that the _Llcensee_. 5

: priorities or the Televant market will '”cha'ngé‘"dr'aniaticalljf.“ The most common standard is ~©

“commercially reasonable efforts consistent with the level of effort Licensee expends on'‘other

products of similar commercial potential” Tf the Licensor wants to be certain the technology’is '

| devéiop-é&, however, a more objective measure ‘of diligence will be required. Some examples

are:;

- time limits to reach milestones .(‘f'ﬁle. an IND byDecember 3"'1‘:, 2001”) B
- committed expenditures (“spend at Jeast $5,000,000 per year on clim'cal. trials™)

S Royaltlescan consist of a combination of elements, and they should all be considered as

partofa package in'ﬁeg'ctiatiﬁg.a:l'i’ceﬂse agreement The basic elements consist of ihiltiai?cr"“ﬁpl

front” Iﬁ"ayﬁi'entgs (whlchcan be made both before the license i's:neg:ctiated'as a good faith ©

 payment for “pecking into the black box of the technology’™ or upon execuition of the agreement),

compensation for services rendered, minimum and/or maximum royaltiés and earned royalties.

11




Tn each case, it is very important to review the impact of the patent and intellectual property laws

P

and the antitrust laws on the available alternatives in the overall package under the given set of .

circumstances.

a. Earned Royalty

‘ The most common element of any r__o_yal_ty package is ‘the_sof_ea_l_]ed earned royalty, which
| relates royalty payments directly to use of the techn_oloéy. Eame_d_;oyalti:es' are paid ona |
formula basls (ro&_alty bese multipli.ed_by.ll;oyalt.y _rete f0r: a penod of tnne) N -
Royalty Base - The royalty base is that element on which the royalties are going to be.

‘paid. The royalty base should be capable of administration without dispute to the extent possible.
For example, it can be the number of units mendfactu:ed, the number of units sold, the cost of
manufacture; sales price.of units spld, the number of iterations of a given machine practicinga
~ process patent, or.any other formula that is reasonably designed to relate the payment of royalty
fo the actual use of the licensed intellectual property by. the Licensee. In cases where the
hcensed invention 1mproves an already ex1stmg product (for example m agncultural
-blotechnology where an 1mproved trait is added to an ex1st1ng seed lme) the royalty baee
_ sometlmes con31sts of “value added ” measured by the dlfference in pnce between the 1rnproved
and unimproved product. This is obv1ously difficult to adrnlmster and does not take into account
increased volume as a result of the improvement or simply retaining market share that would be
lost without the improvement. A simpler e:nd_eaei_‘er ‘me‘del would be a_lower royalty rate on the
enire price ofthe product, rather han a igher ate on only a part of the price tisnot
appropriate, and may in fact be “patent misuse,” to useas a reyalty_beee the _t_et_el output or tot_gl :

- sales of the Licensee, unless that ;ofal output and total sales depend upon the use of the

intellectual property licensed. (See Zenith Radio Corp. v. Hazeltine Research, Inc., 395 U.S. 100 {

5, .
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~ (1969)). Use of “profits™as a royalty base often leads to disputes and should be avoided since-
the calculation of profit on a particular product requires a number of subjective judgments to-

allocate selling, overhead and other costs.

- Assuming the use of the. most typical royalty base, arevenue from product sales, the

- -~-agreement should specify how the royalty base is determined. Usually, a “Net Sales”
| concept is employed; allowing deduction from gross revenues of various costs, such as
ehipping, sales taxes and returns. .The royalty provisions should also specify whether
products sold through affiliates or sublicen_s_e_es_ of Llcensee will be_ar th_e same royalty as
dlrect sales by Licensee or whether payments by the subhcensee to the Llcensee w1ll be
d1v1ded In nlany caaes partlcularly for drug products. a proratmn formula for |
cornblnatron products and an allocatron rnethod for bundled products should be mcluded
| l"mally; careful consrderatlon must be grven to how the product w111 actually be .eold For
example, if a drug IIS del1yered as part of a therapeutrc procedure in lwhlch the same entity
" prov1des both the drug and the procedure fora smgle pnce the royalty should be based
on the total pnc:e or a means of allocatmg the pnce between the product and the service
must be agreed upon. L 2 |
- Royalty Rate The royalty rate will con51st of a dollar amount ora percentage dependmg
on the royalty base The royalty rate can vary w1th tlme or w1th volume For example the
royalty rate _could be four percent' of ls;ales ‘during the ﬁr'st'year to'allow Llcensee a start uppenod
and ﬁve percent thereaﬁer; orit could be seven percent on the first $10(l 000, Ol)O of eal'es elght
percent on the next $100 000 000 and ten percent thereafter either annua]ly or cumulatwely |
- The theoretical range in whrch a fair royalty rate should fall is between a minimum equal to the

lowest acceptable return to the Licensor and a maximum equal to the cost of the next best

13




alternative to the Licensee. Between these two points, various factors'should be considered to
fix an appropriate royalty rate. These factors include:
- royalty rates previously used by the Licensor or'p'aid by the Licensee in similar

“transactions with arm’s-length third parties.. These data can serve as guidance in

" establishing the royalty rate in a given transaction, but should not be used automatically
" by rote to set royalties in another transaction, since only rarely are two transactions
- identical. -
'\ ~‘preva'i1ing' foyalty rates in the in'dustry'.'
- savmgs or proﬁts to the Llcensee from the transactlon A commonly used rule of thumb
is that 25 percent to 33 percent of pretax proﬁts or savlngs to the Llcensee from the

hcense constltutes a fa1r royalty However this “rate” should not be used as the royalty

: formula - mstead it should be translated into a percentage of sales

- - Licensee’s gross margin (revenue less cost of sales, before setling_ and general and
- administrative expenses) on the product in question. This is an easier number to look at

~ than savings or profits, since there are fewer subject allocation questions.

o Royalty Re__dtlct_iorl_s - Where additional technology will be required in order to practice =
‘the lice_l_ls:ed technology, provision should be made for shar_ir_lg the cost of roy.a_lt_ies.paid_ .f_o_r the
. gddjtional technology. For example, licensee may oe_pennitted to deduct third party royalties (or
a poﬂionl rhereoﬂ from royalties payable to _Lic_eosor, with a li_mit on the extent to which the
offset can reduce Vthe amount payable to Licensor. If such a provision 1s _included; the third party

' royalti_es which are permitted to be offset must be carefully defined.

14




- Royalty Period - The royalty period depends on the subject: of the license. - Royalties for 3

patents, copyrights and trademarks cannot go beyond the life thereof, by expirationor -. -~

invalidation (see Brulotte v. Thys Co., 379 U.S. 29 (1964), r_ehe_artng der_tte..d, 379_U.S. 825

(1950)) Roya]tles for trade secrets or know-how can be perpetual 1f the partles S0 agree but are

SN
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'ﬁequently lnmted elther toa ﬁxed penod or set to terxmnate when the 11censed property becomes

| part of the pubhc domain (see however Aronson v. Qulck Pomt Pencll Co 440 U S. 257

( 1979).
Since royalties on patents cannot extend beyond the 11fe of the patent where both patents

and know-how are licensed, it IS wise to separate the royaltles payable w1th respect to each S0 -

that later 1nva11dat10n of the patent w111 not result in total temunatlon of royaltles. Also

prov1sron is sometlrnes made for a decrease in royaltles on products covered by multrple patents

as the patents expire or become invalid. See e. 2., Beckman Instruments V. Tech Developmen

.C orp.. 433 F. 2d 55 (7th Cir. 1979)) Notw1thstandmg these legal concepts; biotechnology

' royaltles are sometlmes not bifurcated between patent royaltles and know-how royalties on'the " -

basis that itis a combmatlon' of Licensor’s know-how and patents that-generated the licensed <

frequent issue is_‘which rate to apply to pro'dnc'ts'Within‘ the claims of pending but unissued patent

applications. The Licensee wants them treated as “unpatented” to prevent the Licensor from

collecting higher royalties while a patent sits in'the patent office forever, while the Licensor

argues that its patent is valid and will surely issue in due course. A reasonable solution is to pay
the higher royalty if the product is covered by an application that has been pending in less than a

fixed number of years (the number should depend on norms for the industry and country), but to
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ignore the pending application if it has not been issued after that period onless -and until a patent

finally issues. -
b, Minimum Rovalties

Mmlmmn royaltles are ﬁxed amounts requrred to be paxd by the Llcensee regardless of

: -the level of use of the technology or earned royaltles due They are used for several reasons, |

mcludlng:

- To estabhsh a mlmmum retum to the Llcensor, heipmg it Tecover the cost of developmg

" the technology and makmg sure that it does not suffer a Ioss

- To assure drhgence by the Llcensee in 1ts explmtatlon of the. llcense the theory bemg |

' _that 1f the Llcensee is reqmred to pay 51gmﬁcant rmmmum royaltles regardless of sales, it

- will be diligent in attempting to achieve sales.
A true minimum royalty is an amount payable as a contractual obligation regardless of

whether any sales are made or-any earned royalties accrue.  An alternative use of minimum

royalties is to provide a test for maintenance of the license or its exclusivity. Particularly where -

‘there are numerous products on which royalties are paid and it is difficult to establish a sales test .

to deten_nine whether sufficient products have been sold to warrant the mdil_l_tenance_‘_o_f the. L
- license either in general or as an exclusive license, the actual royalties paid during the year can
be reviewed and if they did not achieve a given Jevel, then additional payments can be: made at _

the Licensee’s.option to maintain exclusivity or the existence of th_e lie_ense_. .
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A Minimum; J:etmn@fol:ﬁ,thedLlcensﬂoLwhereﬁansjgmﬁeax;a_L mu@memmum royaltles are due. .

c. Initial or “Up-Front” Payments
" Initial or “tp-front” payments are generally required to compensate Licensor for the cost

of developing the licensed technology, to establish the good faith of the 'Licensee; or to establish

rdL e i Milestone Payments

Milestone payments (amounts to be paid on achievement of specific events)are used o
compensate Licensor for increasing value of the technology as it progresses toward .-
commercialization or to provide cash flow to Licensor during the period between the grant of the
license and the commencement of royalties when the licensed product is intr_o_dpccd_ to the
market. Milestone payments are sometlmes credlted agamst future royaltles Mllestone

_ payments can be espec1a11y 1mportant in blotechnology because of very Iong product
development tlmes
e Compensation for Services

If a hcense caHs for tralmng of the Licensee s personnel set up of Llcensee 8 fac111t1es

dehvery of the hcensed technology ina spe01ﬁc form, or further development of the llcensed

'techno}ogy by Llcensor part of Llcensor s compensatlon can be payments for services, measured

| b.y.the rnao—hours involved.
f. Other Forms of Compensation
Other formsof . compensatlonare ava.llable, Such as cross hcenses to the Llcensees
_ mtellectual Ill)'rope‘.rty,. }J grantbackofnghtsto 1mprovementsmade bytheLxcensee, orevenan .

equity interest in Licensee’s business.
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3. Infringement Of Licensed Rights By Third Parties .
- A license agreement should deal expressty with the rights and obligations of the parties in

the event of the unlicen'seﬂ practice of the licensed rights by a third party. .

ey

' Lii'the,case';oﬁLknowghow;orltrédeﬁseciet}s',mtheré;js,nojerﬁedyﬁunlﬂws;s they have been
“stolen” by the third party, although the agreement could provide for reduced royalties.

. . -For patents, trademarks and copyrights, the “infringement” can be stopped through
litigation. For exclusive licenses, agreements generally provide protection against infringers at .

Licensor’s expense. For nonexclusive licenses, protection is generally not provided. . . .. ...
 The agreement should spell out:

- the method to determine 'when'“inﬁ'ingenient” 'has'occurred.

- the extent of the obligation of the Licensor to cause it to cease and the time period for

such action.

- the consequences of the 1nfr1ngement and L]CBDSOI’ s fallure to cause it to cease (e.g.,

vag Llcensee the nght to pursue the lnfrmger suspensmn of royaltxes or both)
-who bears the cost of obtaining cessatlon and who gets the beneﬁt of any recovery :
against t_he iﬁﬁir.lger-_ RS EERRE: S e A Franian
4, ~Audit Rights

The agreement should provxde the L]CGHSOI‘ w1th the nght to audlt the books of the
Llcensee (and 1ts subhcensees) to determlne 1f proper payments have been made Generally, the

audlt must be done by an mdependent audltor within a hmlted tlme penod (oﬁen 3 years) aﬂer -
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the royalty period in question.. Generally, the licensor pays for the audit unless a significant (2-

5%) error is found, in which event the Licensee pays for the audit.

5. Expiration And Earlier Terminations

,,,,,

license to U.S. patent cannot exceed 17 years from date of issuance for a pre-GATT patent and
20 years from t_héprip_ﬁty date for the application in the case of a p_ost—GATT patent, §ubj ectto

patent tqqn_extgqsipn.: A license of trade secrets or know—how can 1q‘f:_‘_1_)6_:rp‘eftualT N
A licepsc agreement. should provide for early termination.. . .-~
o "-:By_'Li'cené_eé;'in the event Lice‘nsee.“no‘ longer wﬁntéthe license, 6ﬁeh; upon payment pf a
 “liquidated damage” amount where minimum royalties are involved. ©
o By 'Il,ibf;nsee, upéﬁ patent mvahdlty e
; By Li;:ensor, ﬁpon bfeach by Licensee.
_'_T.erfnin_ation pfovisions_ shoulc} deal with; i
. '-.Ri;gh;tzsof both pgrties to use the licensed intellectual property aﬁer teminatiop.

- .- Return of written or physical embodiments of licensed 'pfoperty where Licensee 1s no

“longer authorized to use the licensed'property'. SRR S
- Return or a_estfucﬁgn of biological materials and their derivatives, progeny and
.‘ .mu"tatic‘ms.. o
- Liquidation of inventory of produqts made with licensed property on h_and .ét_time of. |

“termination.
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- Grant by Licensee to Licensor of rights to improvements and, in some cases, rights to -

take over regulatory filings with respect to licensed products. -

C.  OTHERISSUES

. Allﬂidugh."a license a’gfeéi‘nchf is not 'alrira‘cquisition, the Hart-Scott-Rodino Antitrust B
' Improvement Act of 1976 (15 U.S.C. §18a) éti'll applies. The Hart-Scott-Rodino Act requires that
a notification be filed with the Federal Trade '"Co'mmis"sioﬁ and D'epartm"eﬁt of ustice with
respect to any transaction involving an acquisition of assets or stock of one party by another if
the transaction mqg’gs.the_ “size of parties” and _“:s_i_z_e of transaction” tests. The s_ize of parties tesf
s met if one of the parties to the fransa_ction (6r_ the “ultimate controlling person” of a party) has
$100,000,000 of assets or annual revenues and the other party (or its pltﬁnate rco;}n‘c_)l_lin_g pcrsoh)
has $10,000,000 of assets or annual revenues. The size of traﬂsaction_ test is met if the value of

. the transaction exceeds $15,000,000.

The Act is clearly triggered by the transfer of votihg securities or..tang.ible zliss:ets,. but rﬁay

less obviously apply to the grant of a license. However, the Federal Trade Commission has

- taken the position that the grant of an exclusive license constitutes a transfer of property for

purposes of the Hart_—Scott-Rodind Act, and therefore requires ani analysis of the Act’s filing
: thlfesholds. See 'Memormd_u_ﬁl_tq file ﬁqm FT.C. attorney Dana Abrghamsen dated_ July 19,
1982, reprinted in Bruce S. Prager ed., Premerger Notification Prac. Manual, 1991 A.B.A. Sec.
Antitrust L. Rep.
It is the responsibility of both parties to determine whether the value of an exclusive

- license meets the size of transaction test in order to satisfy their Hart-Scott-Rodino filing
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obligations. A good faith determination by the Company or its Board of Directors, based on
factnal information, will suffice. In determining the value of an exclusive license, upfront
payments generally are counted, but royalties generally are not counted since they are uncertain,

even where the product already exists, unless the level of sales (or a minimum level of sales) can

be determined with reasonable certainty. The more difficult question is the value of minimum

royalty obligations and milestone payments. These amounts may or may not be counted,

depending on the certaillty of achieving them. See 16 C.F.R. §§ 801.10(b), (c) (1998).

If the tests are met, both parties are required to notify the Federal Trade Commission and
Depai’tment of Justice of the transaction by completing a Notification and Report Form. A thirty-

day notice period then follows, during which the parties may not p:dcecd with the transaction,

unless early termination of the waiting period is granted. The FTC or Antitrust Division may

request additional information, which can further delay the consummation of the transaction.

Ultimately, if the FTC or the Antitrust Division objects to the transaction, it may mitiate an

antitrust challenge to the transaction. It is also possfble, in a multi-step transaction, that no filing

- would be required at the initiation of the transaction, but may be required at a later stage when

-equity is purchased, assets are transferred, or an exclusive license is granted. -
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