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'-=of 1976 "

" The "Statement of Purpose and Need” is identified as hlghllchtlnc the hlstory:-"
_ -Jeading to the development of the Bill and the reasons legislation is being .
. sought. In the nine pages of the "Statement' only the nett to last sentence o
. attewpts to etplaxn the ba51s for the Blli"' L :

"In later meetlngs, after c0n51der1ng several proposals, the Commlttee LT
unanimously agreed that the policy concepts of the so-called 'alternate L
_ approach' set forth in the Commission's report should prOV1de the SRR
' _ba51s for such 1eg151at10n " .

"’Thls sentence does little to explaln hhy the phllOSOphy of the Pre51dent's '

tatement on Patent Policy, affirmed, as noted by the "Statement,™ by a

.mmber of intensive reviews, is now belno abandoned for the new dlrectlon of the

Bill. 1In fact, the d]sploportlonate attention given to the affirmation of

the Pre51dent'* Statement on Patent Policy leads one to ask why any change

- is mecessary. I recommend that the “Statement" be redrafted to more properlyf’ 3
.-reflect admlnlstratlon support of the Bill.. : =

©As to the B111 1tse1f I belleve that it will accowpllsh its stated purposes' B

' to a greater extent than any other suggested program for allocating invention . . |
‘,rights Houever, I believe the Blll would be enhanced 1£ amended as follows. R

1) Add the follow1ng new sec. 312 (c} (2)

(2) The Head of a Federal agency may dev1ate on'a class ba51s o
if necessary to expedlte resolutlon of an 1mm1nent publ1c health

: problem. N N ‘ o e
2) On page 13 11ne 3 change (2) to [5) (only 1f 1) is acceptable)
3) On paoe 14 1line 9 change (3) to (4) (only 1f 1) 1s acceptable)

I belaeve that thls authorlty is necessary to enable thlS DepartmenL to properly
- panage 1ts resealch and devolopmont procrmu on a tlnely ba51s The need for
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thls authorlty was recently dramatlzed by publlc reactlon to the p0531b111ty
- of the swine flu epidemic and Contlnued research on recomblnant DNA.

'In any future cases similar to the swine flu 51tuatlon, it-is ant1C1pated that l S

.. research and development contracts will need to be negotiated with-a number
~ of pharmaceutical companies in order to accomplish eredltIOUS delivery of
the necessary therapeutic agent. The Department may need to control. ownershlp e
- of any invention made by such a company in performance of its contract in
order to assure its avallablllty to all the other companles in the dellvery
program. - : : : e

In any- future case 51n1lar to the recomblnant DNA 51tuat10n, 1t is: ant1c1pated o
that Tesearch and development contractors may need to be controlled in-a manner
~which would assure publlC safety. Such control may requlre Department owner—";*

o '"shlp of" 1nvent10ns that are made with its support.

Public healda safety orx"ﬂihre is the only‘m1551on 1dent1fied as affectlno5‘5l

-allocation of invention rights in the Bill. Thus, section 312 (b) (2) (D) (1) i

reqolres licensing of an invention after it has been made if necessary to -
esolve an Aminent pUbllL hoalth safety or welfare problem

-A;'Further sect:on 312 (b) . (7) lists publlc health safetv or 1elfare as one of
“‘the factors to be considered by the Board in determlnlnv whether licensing
should be required after the expiration of the normal five and ten year

exclusive control period. It seems clear and consistent that if the Department"'”"

" can regain control of an invention after it has been made on. the basis of -

. public health considerations, it should also have the ability to deny ‘owner-

- ship prior to the making of an invention if it has 1dent1fled an,Immlnent '
'_publlc health problem : B P T :

4) Add the £ollow1ng new sectlon 322 (e)

(e) Notwlthstandlnc (a) of thls sobsectlon a Pederal acency may
_enter into agreements with other public or private parties uhereln
future or identified inventions falling within the criteria of
. (a) and made in performance of co-sponsored, cost-sharing or joint
venture research involving a substantial contribution of funds, -
facilities, equipment or enployees by such parties, may be allocated
“in a mammer satlsfy ng the contrlbutlon of auch partles. » ‘ _

5 on’ page 15 11ne 16 after the words “subsectlon (c),"'edd “and (e)"
' -rbnly 1f 4] is acceptable) : S B SRR

Unfort unqtely, the Dmft:mrT Commlttee of ‘the Blll falled to take 1nto con51dera—“
- tion the fairly common situation in which a Federal employee is joined to a
Tesearch pronlam that is substdntlally funded by someone other than. hlS own
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agency. HEW has had a number of'situation in whlch its employees have made
- inventions while collaborating with researchers funded by other sources.
The Veterans Administration has serious problems in this area, since most VA
. hospitals are built contiguous to unlver51tles w1th the thought of encourao1no'
_lexactly this type of relatlonshlp : _

I the det when an empioyee 1nvent10n arose from such 51tuat10n, the Depart—

" -ment after obtaining title as required by E.0. 10096 has attempted to meet
the'equities of the co-sponsor through the grant of a limited exclusive license.
~This is not an entirely satisfactory resolutlon due to the administrative -

. problems in granting such a license plus the fact that such a license could be
granted only after the identification of an invention. There are presently

~ o means at the ‘time such research programs are initiated of assuring'a pro-. =

- spective collaborator to rlvhts in Federal employee inventions where the

. collaborator will make substantial contributions of funds, facilities, equlpment_f;'

~or employees to the program. If the agencies are not prov;ded the flex1b111ty
.of meeting the needs of a collaboratlve organization, I fear that Government .

' f.employees will be dpnled 1nv01vement in some useful collaboratlve programs.r

:;I consider thls a serious 0VLTSlght on the part of the drafters and shauld be o

*?renedled prlor to qubm1551on of the B111 to Congress.
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