| 263-2827
Decembet 20,1977

'Mr; N@rmanj Latker

R Denartmém of Health, Educatiom’
- and Welfare '
.'Washmgtom D C. 20201

| Dear Mr Latker:
RF Ens*;mutmnai F’aaem ﬂgreemeﬂt, E‘)HEE& Umvermty of W1sc0nsm |

The: above~ referenced agreﬂmem: g:smwdes that thiS Fouﬁdanon, a8 a
deelgnee of the University of Wisconsin, may when the facts support it
grant a limited term exclusive license to inventions which wege made
at the Umvemnty of Wisconsin where the research support; either in
whole Or in part, came froin DHEW. The term of exclusivity provided
is for three years from date of first commercial sale or eight years
from date of license, whichever shall first occur. -The agreement also
provides that upoa proper sbewma‘ mese terms may be extended by the
XDHFW o . .

This ia a farmai request for the extension of the exciusive period for
two inventions which are curreatly the subject of hcense ﬁegotmtum
hIatween WARF and. several compames. RN |

The first of thase inventions has, been remrted to yau under the grant
#HEW GMO 7215-01, It is concerned with frost protection for plants
through the prior spray inoculatmn with an organism identified as
M232A:  In August 1977, we invited the representatives: from fifteen

U. 8, companies, each of which was known to be involved with agri-
cultural chemical operations, to attend a seminar in Madison. Fight

- companies sent represeantatives to that seminar and four of these have .
indicated continuing interest in being licensed to undertake the substan-
tial development work remaining to be cione pravided such - ilcense can
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be eﬁclus'ii;’e‘ In subsequent meetmgs with three of these compameq, we
have been advised that the three years from date of first marketing is not

.. an adequate time in which it could egpect to recover the substantial costs

which will be incurred if the product is brought to market, A major part
of such cost will be the investment made in information needed by the

government regulatory agencies before approval can be secured for wide+
spread use of the process, - We are convinced, through these discussions,

that a limited term exclusive license will have to be provided and sincerely =

believe that the risks to be undertaken are sufficient to justify an extention

of the term oOf exclusivity which we are at present able to pmwde. We,

therefare, request permission to offer a license providing exclusivity for

a period of five years from date of first commercial sale or ten years

- from date of license agreement, except that in calculating the ten years
“the time delay which is the result of the approval process. of any U.8,

. federal regulatory agency should be tolled, thus extending the posszble

total elapsed tmxm . ‘

. The second invention under consideration, ~which has been reported to you
under the grant designation PHE HL 06314, concerns the use of prlmed
 leukocyte cells for typing the aatigen character of human tissue. This .
- technique has, to date, been recognized by only one or two of the world's
related laboratories and these are in acsdemic institutions, The licensee
.. which we have xdentzfxed namely . Btotest«Serum Institut, 2 German com-
pany, is, we believe, the best company to deve]iop and provide the reagent
'matenals and devices necessary for this test. Unquestionably, it will
take a long time to establish, at the working level, a recognztzon and depen-
“dence upon this test, even though we at WARF believe it will eventually
become a standard procedure for.any medical situation in which tissue is -
transplanted from one human to another, We are convmced that dithiree
year exclusive period from date of first commercial sale will be inadequate
to insure that.the Biotest-Serum-Institut will be able to at least recover
the expenditures which will be required for it to develop the inventions and
initiate 2 commercial program based on this technology. We would like

permissicm, therefore, to also extend the term of exclusivity in a licensing . .
: arrangement with B;otest under the U. 8. patents iavolved to five years from

date of first commercial sale or ten years from date of license.agreement,
= whichevef ie longer with the provision that the time delay necessitated by

~ the approval prowess of any U. S federal regulatory ageacy will be tolled

in cemnuting the exclusive periods. ,
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Very truly yours,

o ‘Mairvin . Woerpel -
SR E}irgctorﬂf Licensing

o '_"MD‘W_:cm_ -




