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‘Dear .

As you nay know, Stanford University and the University of
" California have proceeded to file.a patent application on a process
for forming recombinant DNA. This invention vas generated in perform
ance of an NIH grant., A number of other: Vniver51ties, including the
University of Alabama, may also file patent applications on derivatives
of recombinant NNA research.  YNotwlthstanding Stanford's right to file
under the terms of a prior agreement with the Department, they have N
~_ solicited NIH's view on an appropriate plan for adninistration of this
- Invention. A copy of their letter on the matter is enclosed.
These patent activities, the certitude that other importaﬂt, ‘
inventions in this field are forthcoming, and the public's apprehension
. over-contrel of recombinant DNA research compel inquiry into vhether
the Department's normal policy of allocating invention rights is
‘consonant with the econcerns about this research or whether special
treatment would be nore appropriate.

Inventlon rights are normally allocated in either of two ways
under Departﬂent patent reoulatlons._ o _- L : o T,

First, if a Universlty or other nonprofit institution seeks to ‘
enhance its technology transfer capability, the Department may enter o
into an Institutional Patent Agreement (IPA). This provides to the - -

© Institution the first option to ownership in all inventions made in
performance of Department reseaych, subject to a number of conditions =
deered necessary to protect the' publlc interest. ~Some of the more
- important conditions are - ‘ .
, (1) a royvalty-free license perritting the Government and those N
functioning ‘under Government direction to practice. the invention,.
- (2) a limit on the term of any exclusive license granted,’ o
(3) Department authority to withdraw specified grants from the
E _agreement, and R
{%4) the right of the Depﬂrtment to regain ownership due to public R
‘interest considerations or the institution's failure to take i
_ effective steps to commercialize the invention.
A more detailed outline qf_sqch_cqnditions_is enclosed.



.
Stanford and ‘the University of Alabama each hold one of the 65 IPA'
"~ now being udpinistered by the Department., :

_ Second under grants and contracts with institutions having no )
- ddentified technology transfer capability, the Department’ utilizés a -

- provision deferring determination of ownership until an invention has’

“been rade., Under the -deferred determination provision, an innevating
institution may petition the’ Dcpaxtrent for ownership of an Invention
after 1t is. ddentified, In the past, approximately 90 percent of all
such petitions have been granted on the basis of a satisfactory insti- -
~tution plan for’ developrent or 1icensing,‘subjeet however, to conditions
'similar to those contained in the Department s IPA 8, :

_ . “The Department s noriea 1 policy of a‘locating invention rights

jis ‘designed to facilitate the transfer of technology.from. the bench

to the marketplace, by assuring that the inno*.ratinﬂr institution has

the right to convey those intellectual property rights necessary to

_ induce industrial investment and continued development of inventions

- generated with Department support. - .Only.the IPA policey, however, assures
a panagenent focal point in the imnovating institution which is trained

to. solicit and establish timely rLghts in,intellectLal property ptior

B ) invertion.

_ Ve have been advised by the Departnent Patent Blanch that 167

- patent applicatiochs-vererfiled: from:1969.through-the fall.of 1974 under

. IPA!s.. Approxinately §24° rillion ‘187 commi-tted<to -the® :development-of =7 T
inventions jon the basis. ‘of-Ticénsessgranted under™ these patent- applica~-a7-‘
tions.  Meanwhile; -we are advised-that the Department, under the deferred

" determination provision, has granted 16Z of the institutions"1781,
-petitions- for. owvnership. Approximately $53 million was invested or

. committed.to _development under—the licenses-awardeds - The cormi tment -

Jof -private: risk-capital in-these instances; iszviewed: -a8_evidence » that - o
-~ a- 1i¢ensablepatent right is a primary factor:-in the -successful” transferla”
of,Departnent research results to industryiandithe marketplaceﬁ”' ' '

CIt indeed appears that ‘the incentives provided by Departpent patent
'policy have encouraged the development of new techiology in. general = '
.and. afforded: patent- protection for -some: inventions tol the eeononic
benefit “of the United States - -

The control :of-DNA- researchrenvisioned by the guiaelines;:however-ﬁ?'
“requires-a delicate- baiance—betweentneed_for~ra?id"ewchange of informa— -
- tion-unhampered-by- unduesconcern-for- patent_rights ~and -a potentlai for.= "
achleving: unifornity In-safety: practiceS*through conditions_of 1iCensurefe Co

under- patent agreements, . . R R ITC N T



'protECtion‘cnnnot ‘be obtained—in such countridsiz  Our:patent=peoples:.

As noted Stanford has indicated some willingness to consider
modificntion of their IPA as it relates to such research. There are a
- pumber of possible policy ‘options, short of the present allocation. of
rights under the IPA, which could be considered for discussion with'
Stanford and as possible alternatives to the present allocation of
rights nade under all other IPA §. Some of theqe options are as follows*

(1) Institutions covld be discouraged from filinp patent applications
on inventions arising from recombinant DNMA research. 1If this oeption
wvere pursued, publication would be relied on to cut off" all possibie
advelse petent elalrs. : : : : :

(2) Institutions could be asked to file patent applicatlons on inventlons-

arisin" from recombinant DNA research and to dédicate all dssued paterits
to the publie. This uould to a greater. entent‘thnn (1), block adverse

" patent claims.

| (3) Institutions could be asked ‘to assign all inventions rade in’

perfornance of recombinant DNA research to the Department, The
Departnent as assigneée of the invention could eilther pursue the
licensing of whatever patent ﬁpplication nefe filed or dedicate
issued patents to the puolic.' S Lo

(4) The Departﬁent eould continue 5 pernit institutlons to eyercise '
‘their first option to.ovmership under the IPA but require that all’

Department.could.set certain:conditions-for approvzl, such-as. complinnce
with the NI guidellnes onr recombinant DMHA research.

(5) The Department could permit'inqtitutions to retain their first
option-as—in. (4); but approve only exclusive licepses. Here, as above,.
the:Departnment_could. et out ‘conditions to account- fof:the -special-.
‘nature: oferecombinant DMA™ research both in® approved*enciusivenandmnon-
ekclusive licenses;_"I‘ s - o , .

If it is deterrined that institutions wlth IPA's. should be :
permitted to retain ownership of inventlons arising- from-recowbinant,
DNA'research' I am: concerned about the effect of the processing of

: sfter reseqrch revults are: publishednin which—tomfile«in order—to--_'

obtain a valid¥United States- patent.-  However; validuprotection dn-a-
“number. of foreign countries- requlres that -a-patent=application- be*cf o
“fiYed-prior- to: publications: If-one:publishes firsty.valid-patent.-.

believe-that -any necessary-patent:-applications can-be-handled-expedd=-=
- tiouwsly without an- undue -burden-om:dis closure,__I am- especially mindfui

>

~ licensing of patented: inventlons bé& approved - by:the* Departmenti: Thenai-n--'
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“of your Cormittee's concern for- the rapid dissemination of research
"results in recombinant DNA research and would especially welcome your .

. “thoughts on this ratter. For cxample, would you view patent claims as
" an inpedirent to the operaticn and functions of your Committee? - What .
: experience, if any, have you or your collca"uos or institution had

with patent claims in this repard?

I have asLed Bill Gartland to assign about an hour on the aoenda

‘of your meeting to review patent poliey, and have asked Joe Pcrplch

and Yorm Latker, the Departnent Patent Counsel to_attend the_meeting_ 

-;for this dlacu 510n.

Vf I woulé appreciate'ydur views-cn bepértment patent ﬁolicy'as.

it relates to the conduct’ of your rescarch, the operations of your

Comnittee, znd the sugpested policy options I have outlined above.
I intend 2lso to soliclt advice on this matter from other interested

- parties in the ucientifjc coﬂrunitv and in the public and prlvate

sectoyrs..

Thank you very vuch for your vongideration of this most inportant

-matter., -

.;Sincerely YDLrs,‘ i D‘ .
} jDo1a dS.TredriCFaon,M ‘.f
= &

Director

-3 Enclosuree




