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MEMBERS OF THE RECOMBINANT ADVISORY COMMITTEE
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Dear·
...

<:,:.:::~ '." ... .•.• ,--,.. .-- •• • •• - .... '1:<:11

As you ni.ay know; Stanford Unl.versi ty· and the Universi ty of
. California have proceeded to file.a patent application on a process

for fondng recombinant m~. This invention ,,'as go.nerated in perfonn­
ance of an lalI granf.A number of other .];niversities, including the
University of Alaba~~, ~3Y also file patent applications on derivatives
of r·ecoiCbinant mlA research. Notwithstanding Stanford's right to file
under the terms.of a prior agreesent with the Department, they have
solicited nIH's view on an appropriate plan for ad~~nistration of this
invention. A copy of their letter on the F.atter is eI\closed.

These patent ~ctivities, the certitude that other importarit
inventions in this field are forthcominp;, and the public's apprehension
over control of recombinant DNA research compel inquiry into whether
the Department's nomal policy of allocating invention rights is

. consonant ·with the concerns about this research or whether s·pecial
treatment would be more appropriate.

Invention rights are normally allocated in either of two ways
under Department patent regulations: .

First, if a University or other nonprofit institution seeks to
enhance its technology.. transfer capability, the Department may enter
into an Institutional Patent Agreement (IPA). This. provides to the·
institution the first option to ownership in allinverifions made in
perfornlance of Department research, subject to a nu~ber of conditions
deeF-ed. necessary to protect the public interest. Some of the more
important conditions are . :. . ..
(1) a royalty-free license permitting· the Government and those

functioning under Government direction to practice the invention,
(2) a limit on the term of any exclusive licenseg"anEed, ~. . .
(3) DepartDent authority to withdraw specified grants from the

agreement, a.nd . ,-""
(4) the right of the Department toregairi ownership·'·dueto ·j:lUblic

interest considerations or the fns-t.:ttution· s failure to take
effective steps to camnercialize the invention.

A lOOre detailed outline of such conditions is enclosed.
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Stanford and the University of.Alabama each hold one of the 65 IPA's
now being ndt1inisteredby the Department.

Second, under grants and contracts ,;ith institutions having no
identified technology trnnsfer capability, the pepnrtment utilizes a

· provision deferring deternination of O1mership until an invention h,,-s
· been I:\!lde. Under the ·deferred determination provision, an innovating
institution r.my petition the Dcpartrr.cnt for mmership of nn invention
after-it_isidentificd.In the pa§t, approximately 90 percent of all
such petitions. have been granted on the basis of a satisfactory insti­
tution plan for: developroent or licensing, subj ect, hoc1<wer, to conditions
sir>.ilar to those contained in the Depar1:r.lent' s IPA's.

The Department j s nornalpolic:y of aHocatinginvention rights
is· designed to facilitate the transfer·of.· technology froID . the bench
to the niarketplace, by assuring that the innovating institution has
the· rir,ht to convey thosl'. intellectual property r:l.ghts necessary to
induce industrial investment and continued development of inventions
generated ,.,1_ th Depart,,\(,nt support" ..Only . the IPA policy, llOuever, assures
a manageGlent focal point in the innovating institution ."hich is trained
too. solicit_ and. establish tillely r:l8htS in intellectual property prior
to invention. .

~le have been advised by the Department Patent Branch tfIat 167
pat en t- -app}icatiOns-wcre:'filed,froID,l9 69; ;through,·thefaLl- of--19 74 und cr
!PAc's:__ Approxir..ately' $24 -IUHUon.;;isc con:.mHted<to-the'development-of c'..

inventions:on the basi.s.of",licens,,,s=-granted, under··these.cpa tent-,ap_plica- -.
tions. .}!eanwh:l:-le',,·eare advised--that the Departrrent, under the deferr.ed
deterud.nation provision, has granted 162· of the institutions 1·178·

· petitions formmership. Approximately $53 million "as invested or
commit ted .. to__.developntent .:_under'the licenses.- "warded·;- .. The conmdtment
oEprivate: risk'.c:apital. in;theseAnstal1ces· is:;.vie"ed,,_a~evidenCJLt1@t, .

.- a· l.i-censahle~'patent right- is.a primary_ facforCe-in. the-successful"·l:ransfer'
p£·Departmentresearchresult·sto indus-tr~~and_~themar.ketp-laee. . •

. It indeed appears that the incentives provided by Depaitment patent
pplicy have encouraged th" development of new technolof,yin general­
and~ afforded.;patent protection; -for; some,·,inventions: t6 -the' econpnic·
1;>enefit 'uf the,UnitedStates~-=;·· .

The-cont rol·of-DNA~researea0envisl6n.ecl~~y:_t he;~gtIi.ael'ine:S'2h OWevei_,;.c =­
-'requires.a delicat-eba3.:a:n.ce-=Eetvleerr'I\e.e<Lf9rc;,ra1'-iP-e=han£~c.ofiriforma-­

,tion~unhainpe!"ed;'hy;undue;:concern...:for pat.entc..tigllts'and -a potential~ for··,
acRievin-g_gnifoimity~inc$afet-y"practices'"'1:li.17:Q1.lih~~condit~ons;;6f-=-1i1:-ens:tlre_~
under_patent, agr",ements~ ; . ...'.-. - ---.- -.---~=--
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, As noted, Stanfore! has indicat,~d some .willingness to consider
modification of their. IPA as it relates to such research. There .are a

,number of possible policy options, short of the present a110cation,of
riehtl; under "the IPA, '"hich could be considered for discussion with,

'Stanford and as possible a1 ternativesto t,he present allocation of
rights ~Rdeunder all other IPA's. Some of these options are'as:f611ows:

(1) Institutions could be discouraged from fifing patent applications'
on inventions arising from recoDbinant Dl~\ research. If this option
~lere pursued, publication "ou1d~ be~ relied on to' cutoff' 'all ~possible' ,

'adverse patent c1afus. '

(2) Institutions could be asked to file patent, applications on inventions
arising fro", recorJbinant, DEA research and to dedicate a1r~issued patents
to the public. ,This :wou1d,' to a .greater e.xtent than (1), block adverse
patent claims. " , '

(3) Institutions could be askedtorissign all inventions !Cade in
perforn:mce of recombinant mlA research to the Departnlent. The
Department as assignee of the invention could either, pursue the,
licensing of "hatever patent app1icad,ons were filed or dedicate
issued patents to the' public.

(4) The Department could continue t6pe~it institutions to exerci~e
their first option to omlership~under the IPA but require that aU
licensing, of patented' inventi6ti.s"'be~'approved,.j.';t',the>Department'." ,The'''''''
Depar1:lce,nt ,cou1d,setccrtain, conditions',for approvsi, such,ns~ comp1innce
with the Hm guidelines on recombinant DNA research. ' " ,

(5) The Department could pemit'institutions to retain their first
option~as',in,(4); but~approve only e>:c1usive licenses. Here, as above,
the,:nepartroent_~cQu1d~se,t,out 'conditions to~account for, the special,
nature'of<recombinant D}Wresearch';:', bc)th,~ln'approved~exciusive"arid,~nol1~'
'exclusive'licenses-."

If it is deterr.dmid that instHutions with IPA's should be
permitted to retain o,mership of inventions arising"from"recombinant,
Dl<A ..research~':L alll,concerned'about the effect of the processing of
patent: 'app )£ca tions' on,the',dissemination, ~of,'r,ese.arch',info~atiot".,:- ::.
UnderUnited- S t.ntces'law" ,an", invento"has,a,one;.,.year" p eri01:l:~of "grac e,~~
aft'er,research:rcsu1ts-:a"et~puj:d,ished-"in'whic1r:toc,fi1e,:1:n:order=,to,~",

obta'in a valia'::.United 'Sta teg~'patent.2..,.nowever,-valid-'pJ::9,tecHo):r'ina,
,number,of foreign couni:r~ieg..requirestha'i:a ,patent'''ap\"li'cation,be'::::,
, fi1e(1: priot:,,,t,o'pub'licat ion." If~one:publishes,Air s t.,'..valid'patent,<
protection: cannot ',be' obtilined:-'in' such..coun:tr.!e~s~"",·G~':P"t'ent=peopXej,:,""
belicv:e'that'any neces8ary"patent:,applicationscan'iie~handl-ed'"exped,:t~,~

, tious1y~without an: undue ~burden-on diSelosure.~~~I:am~especiaHYl1lindful
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of your ·Committee's concern'for the rapid disseninat:l.on of research
. results' in recOlobinnnt mlA research and. "ould especially welcome your
thoughts on this r..atter. 1'01: example, would you vie", patent· clail'lS as

. an inpediioent to the operation and functions of your Committee? llliat
experience, if .~ny, have yotl or your colleagues or inFltitution had
with patent .claims in this rep,arq?

I have asked Bill Gartland to assign about an hour on the agenda
of your meeting to revi.e", patent .policy, and have asked Joe Perpich
and 110rm Latker,the Department Patent Counsel, to attend the meeting
'for t1~is discussion. .

I wQuld appreciate your views on Depart~lent patent policy as .
it relates to tIll' conduct· of your research, the operations of your
Comaittee, and tha suer-ested policy options I have outlined above.
I intend also to solicit advice on this matter from other interested
parties in the scientifi.c cODnunity and in the· public and private
sectors •.

Thn.nk y"u very much for your(~onsiderationof this most :1r.Jportant
n1atter.

'. ,."; c> ....":;: .. ' .,' '~". '"" '. ~ '~' .- .-;~

Sincerely'yours,
j",jDP1181d s.'fredrickS on , 1~.D,,1,

."'l . ,; .... -~-..~ .• ~;,--~..:

'. ", ,. DonaldS.Fredrickson, H.D, .,....... . .
Director
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