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with paragroph
i),
(3} Anfrrou

(@ {1y In §1-5.107-5

eable, nonexclusive, roy-

alty-frece license in the inventions, in

which case par
. Rights cinuses
replaced with
107-5{g); or

wrraph {dY of the Patent

in §1-9.107-5 shall be

aragroph (d) in § 1-83.-

(4) An irrevdeadle, nonexclusive, roy-

alty~free licens
tively reduced
effective date o
case. paragraph
shall be -added
clauses iz § 1--0.

{0y Subconird

in inventions construc-
Lo practice prior to the
[ the contract, in which
() (4) of §1-0.107-5(h)
to the Patent Rights
07-5.

cts. €1y The policy ex-

presged in & 1-9.107-3 s applicable to

prime contracts
gardless of tier.

and to subcentracts re-
The appropriate Patent

Rights clause prescribed by this subvart

shall be inclades
ing as & purpos

in all subconiracts hav«
the conduct of experi-

mental, deveiopmental, or rescarch work.

In generzl, the

Patent Rights clause in

the prime cenigect, with the exception

of the withholdi

LIS propriate for inglusion in such subcon- .

tracis. Whenevg
or a subcontrac
sion of the Fatd
prime contract
inconsistent witl
£1-6.107-3, or
to zccept & Pat
subeontract, the
to the agency cot
lution prior to
contract. Upon

1o rrovisten, wil be ap-

r the prime coniractor
or considers the inclu-
nt Rights clause of the
n a subcontract to be
the policy expreesed in
1 subcontractor refuses
nt Rights elause in his
anatier shall be referred
tracting offi
the award of the sub-
uch referral, the same

conaiderations and procedures inllowed

by the contractin
Patent Righis
prime contrace &
the Patent Righ
in the subeonirag

{2) Coniracto
ability to awnord
nomic leverage
themselves @

in (g

o ofiicer in selecting the
imse included in the
121l Be used. in selecting
s ¢lause io . be included
t. .
s shall not use thelr
subcontracts - s eco-
to acruire rights for
¢ Inventions resulting

from subecontracts.

{rr). Fublicalio

1 of inuveniion diselo-

surcs. The Patent Rights clauses of
§1-.9.107-5 and i§ 1-.9.107-6 specify in
paragraph (e aad ) (), respee-

tively, that the Governnient may dupli-

cate and disciosp

reported under
the publication

hie conlract, Ilowevees,
of the information in

an Invention digclosure by any party

before the filing

may create a bar

patent applicatio

strict the public

ol oo patent application
to thie filing of forvinn
15, 1he ageney may 1o~
tion of such informa-

' § 1-9.1067-5

officer for reso-

invention disclosures .
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ticnt by the contracter In order to pro-
tect the interests of the Government or
the eontraclor in gbtaining forcign pat-
ents by adding the paragraph prescribed
by § 1-9.107-5¢3 2y as a consecutively-
numbered paragranh alter pargraplh (e)
4y of the clauses of § 1-9.107-5, and
after paragraph (b)Y (2) of the clauses
of § 1-9.107-6. Where the contraclor has

" been authorized to file foreign patent

apnlications, the agency may desire to
restriet its publication of the informa-
ticn-in the relaied invention disclosure
in order to protect the filing of such
foreign applications by the contractor.
In this event, the sentence in § 1-0.107-5
(13 (1) ghould be added to paragraph (e)
(4) of the Patent Rights clauses inn § 1-9,
107-5, and te paragraph (b)) (2} of Patent
Righis clauses in § 1-9.107-86, C

(h) RDeviations., Any departures from
the policy, procedures, and clauses of
this-subpart shail be subject to the pro-
visicns of § 1-1.609. ’

Clauses for domestic con-
‘wacts (fong form).

(a) Patent Rights clause—Acquisition
by. the Government. When the agency
has determined that a contract falis
within §1-8.107-4(a?(2), the following
clauze shall ke included in the contract.

PATENTS RIGHTS—ACQUISITION BY THE
GOVERNMENT

{a) Definitions. (1) “Subject Invention”
means any invenilon or discovery of the
Contiractor concelved or firss actually reduced
to practize {n the cours¢ of or under this
cornitract, and includes any art, method, proce
ess, machine, manufacture, design, or com-
position' of matter, or any new and usefyl
improvement thereof, ot any variely of plant,
which i3 or may ke patentable under the
Patent Laws of the United States of Amerlea
or any forelgn country.

{2) "Coniract™ means any contracet, epree-
rient, grant, of olher arrangement, or sub-
cantract entered into with or for the benefit
of the Coverninent where a purnere of the
contract Is the conduct of experhmentsl, de-
velopmental, or research work. -

{3y vstales and domestic munlelpal gov-
eriunents”™ means the Stntes of the United
States, the Plotriet of Columbla, Puaerio Rico,
the Virpdn Isiands, Amertcan Samoa, Guam,
the Trust Tereitory of (ho Pacifie Islunds,
and any palitical subdivision and ageticles
thereot.

(4) "Government apgency™ Includes an ex-
ccutlve depariment, independent ceonimise
sion, board, otlice, npeney, administration,
auihoerity, Governmeat corporation, or other
Guovernment estnblishient of the exccutive
branen of the {overnment of the Unlted
States of America. :
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{5) “To the point of practical o
means to manufacture in thecao .
posltion or product, 1o practies -
of n process, or lo opcrale In -

machine and uider such e
establish that the inventton is -
and that 1ts benefits are reasens
ble to the public. N ]
() Allocation of prineipal riy e
signment to the Gorcramoent, T
agrees to assign to ihe Gover:
tire right, title, and interest 18
world in.and 1o each Subjes
cept to the extent that righis
by ihe Contractor under par
and (d) of this ¢lause. )
c= @) T Greater rights defermico
Contractor or the employec-in:
" guthorization of the Contracte
greater rights than the nonexc.:
provided in paragraph {(dy ‘of
{1 accordance with the procedur:
of 41 CFR 1-9.109-6. A request -
nation whether the Centracter
ployee-invenior is entitled to =
greater rights must bg submi
Coutracting QOificer at the U
digelosure of the inventich purs.
graph (e} (2) {1} of this_ alnuss,
than 8 months theroaiier, Go
period as may be auithorized by
ing'omcer for gocd cause ERCY
by the Contractor. The
submittted for u greaier
iz speclfied In 41 CFR

mination of greater rights u:

tract normally shail bHe subje

(¢} of this elause and o ihe s

conditions desmed 1o be applol

agency, L

{c) Minimum rigils coguired
ernment. With respect 10 €l
vention to which the CTontrac. .’
'clpal or exclusive riglits, the Cor

(1) Hereby grpnts to ihe G
nonexciusive, nontranzierabie
cense to make, use, and sell e
_ventlon thiroughout tihe world
of the Government of tne Unlie:
cluding nny Government 2genay
and domestic munleipal gover

{2} Aprees to prant te respno
cants, upnit reguest of the Gooes
cense on terins that are rearonas
circumnstances:

(}} Unless the Contractor, he
his asslenee derponstrates to the -
thet eifective steps hiave been
4 years afier a putrnt lssues on
tlon o bringy the lnyvention o o
practical application, or that i
has been mnede avatlnble for lnerns
free or on terms thut are reut...
circumstances, or call show Civ”
princtpal or exclustve ripghts. oh
talned for a turther pericid of iz

{1} To the extent that thwe v
required for publie une by gover: ..
ulations or us may e NCCessary Lo
¢ health, aafoty or welfure ne.
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Bk b 2

oy s ! AT

IR R T AT

T TR SRR




ts, Property Manogem

cnt

nitactor In order to jiro-

wests of the Governmen
Lor in oblaining foreirm
ng the paragraph preser
=5 €D nn oA conseeuliv

or

at-
sed
Ay -

aragraph after pargraphite)

clanses of § 1-9.107-5,
raph (B (D)

nid
of the clafises

G Where the contraetorihas
rized Lo file foreimn pafent

\ ,thc_ artency may desir
publication of the infor

{o

113

related invention disclobure

‘Iprotcct the #ling of guch
lications by the Lonh tor.
t, the sentence in ¢ 1-0.197-5

ld he added to par wmph (el

atent Righis clauses in §i1-

9,

o paragrapi (b) {2) of Patent

s in § 1-9,107-6.

wtiens. Anv departures from.

procedures, and clause
& shall be subject to the
1-1,009.

v Clauses for domestic
Tong form).

of

|10~

con-

it Rights clause—Acquisition

rernment, When the ag
ined that a contract
9.107-4(2)(2), the follo

ney
falls
ing

. be included in the contract.

RICHTS—ACQUISITION BY THE

GOVERNBIENT
tlons.
*sventlotr or discoy ;ery of

(1} *Subject Invention”
the

sived or first actually reduced

. the course of or under
iincludes anv art, method,
L manufecture, design, or

this
FroC-
con:-

niatier, or any new and usefal
t thereof, or any variety of ilant,

may be patentible unde
of the Unitéd. &
neountiry.
ract” means any conutract,
. Or Othe
ered into with or for the b
rnment where a purpese of
‘he couduct of experlmental,
, OT rescarch work.
woend domestle munielpa)

the
States of Anlerica

geree-
roarrangement, grisube
uetit
the
de-

Fov-

neans the States of the Unlied

Hstrict of Columnhla,

PuericfRico,

slands, American Samoa, Guam,
lerrltory of the Paetfle Isfunds,
tleal subilivision and sgeéhcles

rament agency™ Ingludes an ex-

artment,
¢ Oflice,

Independent cor
azeney, ndmindstr

iovernricnt corporatiun, orjott:

nfs-
tion,

o

o establlshment of tne exedutive
the, Government 6f the Unlted

wrics..
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(51 "To'the potnt of proctical applieatlon®™
means to manufuctuye 1 the cnse of 4 com=-
position or product..to practice tn the case
of n process, or to operade lu the case ofl n
machine and under such coclitinns as 0O
establish that the nvention 15 being worked
and that ity beuetits sre rensonably accessi-
ble to the publle,

(b} Alloculion of principal rights, {1} As-

. sfgnment to the Gorernment.'I'he (,onu\\ctr r
aprees to assign to the Govermnent thie en-
tire Tight, title, and interest throughout the
world 1n and to each Subject Invension, ex-
cept to the exteut thatl rlp,hts are retained
by the Contracter under paragraphs (L) (2}
and (d)
g (,rcatcr ng?'ra‘ R 3
Contractsr - or the 'nplf\\ou-m\mnm with
nuthorlzntion of the Contractor way retaln
greater rlghts than tire neonexclusive license
provided in paragraph () of thls clause
in accordance with the procedure and criteria
of 41 CFR 1-9.100-6. A request for determi-
natlon whether the Contractior or the eme-
ployce-inventor is-entitied to retain such
greater rights must be submitted to the
Contracting Officer at the time of the firs
disciosure of the invention pursuant 1o pars
graph (e){2) (1) of this clause, or not Iat
than % months therealter, or such longgr
. perlod as may be authorized by the Conrtrac
- ing Officer for good caure shown in writing
“ by the Contractor. The information o b
submitted for a greater rights determination
is specified in 41 CFR 1-0.109-4. Fach deter-
mination of greater rights under this con-
tract normally shall be subject to paragraph

(¢} of this clause and to the reservaticns and

conditions deemed to he appropriate by th
Zeney.
c WWGOU—
ernment. With rospast to-exch  Subject Ine
ventlon to which the Contractor retalns prin-
elpal or eXclusive Tiglhits, the Contractor:

{1) Heveby grants to the Government a
nonexclusive, nontransferable, paid-up il-
cense to make, use, and sell cach Subject In-
ventlon throughout thie world by or.on behalf
of the Govcmmcnu of the United States {ln-
cluding any Goveriment agency) and States
and domestic municipal governments;

(2} Aprees to grant to responsible apoli-
cants, upon request of the Government, a -
cense on terms that are reasonable under the
circumstances:

(1) Unless the Contracter, his lcensee, or

his assignee demonstrates 1o the Government
thet effectlive
3 years after o patent lssues on such inven=
Jtion to bring the inventlon to the poine of
practical application, or that the inveniton
bas been made available for Heensing royalty-
free or on terms that are reasonable in the
circumstances, or ¢an show ¢ause wivy the
principal or exciuslye riphts should e re-
tained for a further period of time; or

{1} To the extont that the Invention is

Creguired for publle use hy govermmental reg-
ulations or as may be necessary to fulitll puh-
lc health, satety or welfure needs, or for

steps have been taken within .

$ 1-9.107-5.

other publle purpcsscs stipulated In thisy
comrnct .
(3) Shall submit written roports nt rea-

sonabie intervals upon regquest of the Gov-
ernment durlnpe the term of the patent on
the Subject Invention repnrdlng:

(1) Thé commercial nse that 15 belng made
or s intended to be made of the :mcntson.
and

{1} Tho steps taken by the Contractor or
his transferee to brinn the invention to the
point of praciical application or to make tl\{.
invention avallabia for Heensing;

{4} Agrees torefund any amounts rccr:lvcd
as royvaity charges on any Subject Inventlon
in procuremetits for or on behalf of the Gov-
crnment and to provide for that refund in
ny instrument transforring rights to any
arty in the invention: and

{5) arrees ta provide for the  Governe

qmient’s paid-up hicense pursuant to .para- -
craph (e¥(1) of thils clausz in any instru-
ment translerring fnights In o Subject Inven-
tion and to provide for the granting of 1i-
censes as requlired by (2) of thls clause, and
for the reperting of utilization Information
as requlred by paragruph () {3} of ihls
clause whenever the Insirument transiers
principal or exclusive rights in any Subject
Invention,

Nothing - eontatned in this paragraph {c)
shiall be deemed to grant to the Government
any rights with respect to any inventlon.
other than a Subject Invention.

(dy AMinimum rights to the Contractor. (1Y
The Contractor reserves o revozable, nonex-
cluslve, royalty-free license !n each patent
applleation filed In any country on a Sublect
Invention and any resultlng potent in which
the Government acguires Title. The lizansa
shall extend to the Contracior's domestic
subsidiaries and afillates, if any, within the

corporaie structure ol which the Coniractor
is & part and shall tnelude the right to grant
subllcenses of the same scope o the extent
the Contractor was legaliv odilgnted o de =0
at the time the contract was awarded, The
license =hzall be transietable only wiih an-
proval of the agency except when fransferred
e the successor of thot pnrs of the Convrac
tor’s business to which-the inventlon per-
talns, :

(2) The Contractor’s nonexclusive domes-
tte lteense retpined pursuant to paragroph
(d) (1} of thls clausc may be revoled or:
modificd by the agency to the extent neces-
34r'y to nchieve e:-:peditloua vractical apnlica-~
tion of the Subject Invention under 41 C-R.
101—4,101-3 pursuant to an applleatlon f{or
excluslve tlcensze submitted In. sccordance
with 41 CFR 101-4.104-3. This llcense shall
not be revoked in that field of use and/sor
the grographical areas in which the Contrac-
Lo has brought the inventinn te the point
ot practical applicatian and continues to .
make the benelits of the Invenilon reason-
abiy gccessible to the public. The Cotitrac-
tor's nonexchisive leense In wny foreilgn
country reserved pursuant to paragraph

453 o

T A RIS g e w

b iy R L iy e

RS b o)

LA e 1




P K LY TL W R Y R A e e 0 e il

aodas,

§ 1-9.107-5

()Y (1) of this clnuse mny be revoked or mod-
{ficd at the discretloniof Lhe apency to the
extent the Contractor dr hls domestic subsid-
larles or affliates have] fnlled to achieve the
prascuical applieatton of the invention in thoat

- forein country,

(3) Betore modificailon or revocation of
the license, pursuant 0 parngraph (d)(2) ot
this clause, the anzeney shall furnish the Cone
tractor a writien notice of 1ts Intention tc

modify or revoke the
tractor shall. be aliow
Ionger period ns may
agency for good cruse
tho Contractor) alter
cause why the license s
or revoked. The Cont

icense, atid the Con-
ed 30 -dnys (or such
be authorized by the
shown In writing by
the notlce to show
1wild not be moedified
actor shall have the

right to appeal, in accordance wilth pro-
cedures prescerived by ﬁ,he agency, any deci-
slon concerning the %)diﬁcation o1 revoca-~
tion of his lcense, ]

{e) Invention, identification, disciosures,
and reporis: (1) The Contractor shall estaba
lish and maintain actﬁve and effective pro-
cedures to ensure that Subject Inventions
are promptly identified and timely disclosed,
These procedures shall Include . the main.

" tenance of laboratcry fiotebooks or equivas
ient records and any dther records that are
reasonably necessary to document the con-

—

ception and/or ths ficgt setual reduction to
practice. of Subject Iré‘entions, and records
wnich show that the procedures for identifys

ing and disclosing th
fowed. Upon regiuest,.
Turnish the Contractin
of these procedures so

inventtons nare fol-
the Contracter shall
r Officer a description
that he may evaluate

anid determine thelr eflpctiveness,

trociing Officer:
(1} A cormplete techin
Subject Inventlon wi

{2} The Contractor shall furnish the Con-

cal disclosure for each
hin 6 months after

conception or fOrst acial reduction to prac-
tice whichever accurs first in the course of or

under the contract, b
to any on sale, publle
such invention known

diselosure shall identify

ventor and shall be my
techntcal detafl and ap

t in any event prior
1=d, or publleation of
o the Contractor. The
the contract and in.
flicieniiy complete in

C by sketeh or dlapram td convey to one skilleg

I the art to which th

clear understanding off the naiure, purpose,

copcratlon, and, to {h
physical, chemlical, bl
characteristies of thoe i3

(i1y Interim
months from the date
Subect Inventlons for
Iying thnat:

{A) The Contractor's

reports

extent known; the
togical, or electirical
ventlon; :
! At least every 12
i the contrack lUsting
Liint pertod and certla

pmécduros: for 1den-

tifying and diseloslng Subjlect Taventlons as

required by this parag
foliowed threughcut ¢
and

{13} All Subject Inve
closed or that there ar
and

VARency may specify

iraph () have been
he reporting period;

ntions have heen diss
no such Inventlons;

form.,

inveniton pertnins a

bropriately {Tustratea -
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(i1i) A final 'report t within 3 months after
completlon of the contrnct worlz, Hsting all
Subjcest Inventions or certifying that there
were o such inventlons,

(3) The Contractor shall obinin patent
agreemnents to etfectunte the provisions of
this clause from all persons in his employ
who poerform any part of the work under this
contract excrpt nontechnaleal personnet, such,
as clerlcal employeds and manual laborers,

{(4) The Contractor agrees that the Gov-
ernment may duplicate and disclose Subject
Invention disclosures and all other reports
and papers furiilshed or required to be fur-
nished pursuant to this clause.

(£) Forfciture of righis in unreported Sub«-

ject Inventions. (1) The Contractor shall for-
felt to the Government all righis In any
Subject Invention which he folls to disclose
to the Contracting Officer within 6 months
alter the time he:

(1} Files or causes to be flled n United

States or forelgn appllcatlon thereon; or

(i) Submits the final report required by
paragraph (e){2; (i1} of this clause, which-
ever is later,

' (2) However, the Contractor shail not for-
feit rights in a -Subject Inventlon 1f, within
the tirme specified In (1} €1} or (1){ii) of
this paragraph (I}, the Contractor:

{1} Prepared & written deelsion based upon
a review of the record that the inventlon

was netther coheefved nor first actually re- |

duced to praciice In the course of or under
the contract; or

(i1) Contending that the Invention i3 not
a Subfect Inventlon, he nevertheless diss
closes the.invention and all facts pertinent
to his contentlon to the Contracting Officer;
or

(i11) Establishes that the fallure to dis-
close dld not result from his rfault or
neglitgence, )

{3) Pendine writien assipnment of the
patent anpllications and patents on a Sub-
Ject invenrion determined hy the Contracting
Officer to be forifeited (such determination
to bz a final decislon under the Disputes
Clause)}, the Contractor shall be decemed to
hold the inventlon and the patent appllea-
tions and patents pertaining thereta in trust
for thie Governimient, ‘I'he forfeiture provision

of this paragraph (f) sha'l be in ndditlon to -

and =shall not superscda other rights and
remedics which the Government may have
wlth resprct to Sublect Inventlons.

(g) Foamination of records relating to
inventions. (1Y The Contracting Offcer or
his authorized reprereniative until the ex-
piration of 3 vears after tinul pavment under
this contrict shail have the right to examine
any books (Including Iaborntory notebooksy,
records, docuwments, and other supporting
data of the Contractor which the Contract-
ing Oficer rensonnbly decms pertinent to

the «discovery or identificatlon of Subject -

Inventions (o determine  compliance
the regulrements of this clavse.

- {2) e Contracting Oflicer shnll bave the
right to review all books (Inchuding laborg-

with
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tory notechooksy, rcqords and <
the Contracter relating Lo thie o
first actual reductlon 1o praci
tions in the samo ficld of tacihu.
work under this contract =
whether any such invenitlons
Inventions if the Contractor no.
{1) Establisti the procedures -
{e){1) of Lh!s clause; or o
(11) Maintdaln and fellow sues:
or(ni) Correct or ellmlnate_fz
deficlency in the procedures .
(30} days after the Contraetin”
fies the Centractor of sush a di .
() withholding of Pyt
eable 1o Subconiraetsy. (1) A
final payment of the amo{x}u:
tract, ihe Contracting Oilicer
deems such actign warranted
ment until @ reserve Mot ex
or 5 percent of the amaunt o3
whichever is less, shall have -
if in his opinton the Contracts
{1} Estanlish, maintadn, ar
tlve procedures for jdentifyl
fng Subject Inventions pr
graph (e} (1) of this clause;
(i1) Dizclose any Subject I:
guant to paragraph (&) {2) (& -
or
(111} Dellver sccepiable !
. pursuant to paragraph. (c).;.
clause; or L
(ivy Provide %he inform::
subcontracts pursuant fo pasi.
this clause. .
The rescrve of balance
until tho Contracting Qlicer;!
that the Contracior has Tt
deficlencies exist and bpu “
ports, disciosures, and ctiier:
quired by Lhis clausze. :

(2) Pingl payment undar

‘shali not be made hefore 104
livers to the Coniracting O
sures of Subject Inventich

. paragraph (e} (2 (iy of t}".: :
aceeplable linwkl reporv plrst
{111y of this clause.

{3y Thec Caontracting G
diseretion, deereass or o
withheld up to the muaxln
above. If the Contractor i
panlzation the mpsimum .
bo withheld under Sitls par
exceed £50,000 or 1 pereent <.
this contract whichever lsao
shall be withheld nnder LT RS
the airount spectiied by LY
“pelng withheld under Gtherip:
contract. ‘'he withhotaiusg: o
or subreguent payment ther
econstricd as o walver of any -
to tho Govermnent ubider th

(1) Subcontracis. {1y Fur -
this puragrapl the -treroe
menns tho party awardling a -
the term “Subcontractor” n

e
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writ within 3 months nrtmg
¢ contract waork, Usthyr akf
ns or certilying that therd
ntlons.
raclor shall obtain paten
flectunte the provistons o
-l persons ln his employ
bart of Lthe work under tit
wontechnionl personnet, suc
yees and unnuad laborers,
Retor afrrens Lhnt the Gov
pleste and diiclose Subjec
sures and all other report
Ished or recuired to be fur
to-this clause, .
of riohts in unreported Sub
{1} 'The Coniractor shail fore
ernment all rights in any
Wy which he felts to discloge
l‘ng Oificer within 6 moenths

‘auses to be filed a United
¥ applleation thereon: or
the final report required Hy
(111} of this clause, whick-

the Contractor shall not fog-

Properiy Munugcmcn%' ' l
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1

_Sub_lect Invention ir, wlthiin
ied dn (1) (1) or (1)(U) &t
{£), the Contractor: i
& writien deelslon based up

e record that the Inventign
welved nor firsy actially rg-
¢e in the course of or undpr

g that the inventlon is né t
mtlon, he nevertheless dis-
atlon and all facts pertincht
m 1o the Jolitracting Ofledr;

e85 that the fallure to dtfs—
result from his fault gr

written assignment of the
tlons and patents an a Supb-
letermined by the Contractihe
orfelted (such determinaty n
decision. under the Dlsputes
ontrastor shall be decmedkto
tloand the patent appilda-
s pertaining therelo in trist
ment, The forfeiture provision
Pl (1) shall ba In additionito
supersede otiwer rizhts shd

b the Covernment may hive
} Subjeet Invenilons,
tHon. of reenrds reliting {to
Troe Contractine Otﬁce_z‘ or
Preprosenintive until the ge-
gars after final parment unfer
ball have the rhiht Lo examine
suding laboratory noteboo; 5),
mnents, and orher sunpory n.r:
miractor which the Contrs 1t‘-‘
asenahly deems pertinents to
jor tdentifioation of Subleet
{determine  complianee ith
Iits of this elnuse.
rnoting OMeer shin!l have o
¥ ail books ({ucluding Inbara-

kil

P Ees

e et

= 2 e

et e e S

T T Y g
. WahL ks e e

whether ony such

Chapier I;--F(V:‘dcrul Procurement Regulations - .

tory notebooks), records nnd documents of
the Contrnctlor rebntingg to the conception or
first actunl reduction Lo practice of iavens
tlons i the same Nield of teehuotory axs the
work undder thils contraet  to  daelerming
fnventions are Sublect
Inventions if the Contractor refuses or falis
to: .

{1y Istabilsh the procedures of paragraph
{e) (1) of this clausd; ot

{11) Maintain and follow.such procedures;
or

(111) Correct or cllminnte anv material
deflelency 1n the procedures within thirty

30 days afrer the Contracting Olicet novl-

fies the Contracior-of such a destelency.

{h): Withholtling.of payment (Not appli-
cable to Subcontractsy. (1} Auy time before-
final paynwent of the amount of {his con-
tract, the Coniracting Oifcer may, i he
deems such action woerrnnted, withhold poay-
ment untll o reserve not exceeding 330,060
or 5 pereent of the aound of this contract,
whichever is less, shinll have teen set aslde
if in nis opinlon the Contractor falis Lo

(1)} Establlsh, maintain, and follow effec-
tive proccduies for identifying and disclos-
ing Subject Inventlons pursuant to para-
graph {¢) (1) of this clause; or .

{il) Disclose any Sublect Invenilon pur-
suant to paragraph (&) (2} {1) of this clause;
or -

(111} Delver acceptable interlm reports
purstiiant to- paragraph (e} (2) (i1} of this
clause; or

{{vy Provide the informatlon regarding
subeoniracts pursuant to paragraph (1) (5) of
this, clause. .

The reserve or balance shall be withhneld
until the Contracting Officer has determined
that the Contracter has réctifisd whatever
deficlencies exist and bas dellvered =il re-
ports, disclesures, and cther Information te-
quived by this clausze.

(2} Tinal parment under tkis contract
shall not be made before the Contracior de--
Hvers to the Contracting Oiflcer all disclo-
sures of Sublect Inventions regulred by
paragraph (o) (2) {1} of this clauze, and an
acceéptable final report pursaant o (e) (2)
(i) of this clause.

(3) The Contracting Officer may, in his
discretion, deereaze or increase the sums
withheld up to the maxinium puthcerized
above. If the Contracier 18 o neatrofld or-
ganlzation the moaximum amount that may
e withheld under this parazraph shall not
cxcecd $H0,000 or 1 percent of the amount of
thls contract whichever 13 less, No aniount
shall be withheld under this poragrapi while
the amount specited by this paragraph s
being withheld under other provisions of the
contract. The withholding of any amount
or subzeguent paymcnt thercol shall net be
construed as o walver of any righbs oceruing
to the Goverlunent unuer thils contract,

{1} Subcortructs. (1) Tor the purpose of
this  parppraphh the  terim “Conivantor’”
means the party awardlng o subcontiract and
“tho term USubconlractor” means bhe varty

GG-007 O~-T6——~-30

itk ats Lo T R,

$ 1-9.107-5

being awonrded o eudronjract, regardless of
tler, St -

{2) Unless otherstse nuthorized or dl-
rected by the Governmwent Contracting
Otticer, the Contractor shinll Inelhwde  this
Patent Rights clause modlded to kientify the
partivs in any subcontract hercunder A0 a
purpose of the subeoniract is the conduct of
experlmental, developmental, or research
worll. In the event of refusal by 8 sSubcon-
tractor to accept hls elause, or il in the
opinlon .of the Contractor this clause 18 -
consistent with the poliey set forth in 41
CPR 1-9.107-3, the Contractor:

{I) Shall  promptly submit a  written
notico to Lthe Government Contracting Oflicer
setting forth reasons for the Subcontracer's
refusa: and other pertinent Informatlon -
which may expedlte disposition of  the
matter; and )

{1} Shall not procesd with the subcone
tract without ihe written sulhorizallon of
the Government Contraculng Oflicer,

{3y The Couatraczor shali nos, in any sub-
contract or by using n subcontract as con-
sideration therefor, acquire any righis in his
Subcontractor’'s Sublect Invention for his
ownt use (a8 distinguished from such rlghts
&5 may be reguired =elely to fulfill his cous
tract obligatlons to the Government in the
performance of this contract).

{4y All inventilcn discicsures, reports, ln-
struments, and other informatien reguired
to be furnisned by the Subconiracior w the
Government Contracting Offcer under the
provisions of o Patent Righis clause In any
subcontract hereunder mavy, In the discretion
of the Government Ccontraciing O :
furnished to the Contractor for tr
to the Goverarpent Contmacting Oificer.

{53 'The Contractor shall prompily hotlly
the Government Coniraciing Qlcer in writ-
ing upon the award of any subcoutrach ¢on-
taining a Patent Rights clatse oy 1dentiiving
tho Subcontracior, the weork > De per-

formed under the subcontract, end the dates
of award and estlmated compiesion, Upoin
request of the OGovernment Contraciiiy

Qficer, the Conitacior shell {urnizh o copy
of the subcontiract. If there are no suLcol-
¢ Poaient itlgnis CO 5, &

tracts containing
“negative report shail be-lnciuvded inthe
report submitted pursuant to paragraph (&)
(2} (1lL) of this ciguse,
(6) Tho Contractor shell identify zll Sub-
Jeet Inventions

which he acqulres knowledge in tiie per-
T

formance of this contract and shall noifly

tho Governiment Caontrecuing Officer !
promptly “upoen the ldentifientlcn of tha
inventions. :

('T) It is understood that the Government |
ls a third pariy beénefclary or any subogn-:
tract elause granting rights to the Govern-|
ment in Subilzet Inventions, and the Cm‘.-ﬁ

troctor nereby azslons to the Government adil!
rthis  that he would have to enforo
the Subcontractor's obligatlons for the hepe-
fit of the Government wilh resdeat to Sub-
jeet Inventivns, The Contracter shall nos
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e ohlipnted to .eiforce the arreements of
Y ‘Subeantractos Lioreu dér relating to the
itigations of the &ubcontrictor o the Gova,
Foent in resard te-sanjegt Inventions,

(L)Y Patent Rights cliuse—Retention

3y the Contructor. Whenithe agency has -

letermined that a contrict falls within
FI-9:107-4(ax (3, the Patent Rights
dause in §1-9.107=5(2) shall be in-
Aucded in the contract, éxcept that the
name of the clause shall be changed to
"Patent Rights—Retention by {he Con-
tractor”, paragraph (b} of thatl clause
shall ‘be replaced by the Hollowing para-
graph (b, and the following paragraphs
(33 and (k) shall be added: . -

(b) Allocation of principal rights. (1) The
Contractor may revain the entire right, title,
and Interest throughout thie world or in any
country thereo! iIn and tojeach Subjzct In-
ventlon disclosed pursuantjto paragraph (e)
(2) (1) of this clause, subjest to the rights
obtgined by the Governmgnt in paragraph
{c} of this clause. The Colitractor shall in-
chide with each Sublect Inyention disclosure
m election as to whether he wili retzin the
enitird right, tivle, and Interest in the ilriven-
tion throughout. the world or any country
thereof.

(2) Subject to thie llcensé speeified In para-
graph {d} of thls c¢lause, the Contractor
Agrees to convey to the Government, upon
request, the entire domestic richt, title, and
Interest in sny Subject Irventlon when the
Contractor:

(1) Does not clect underjparagraph (b) (1)
of this clause to retain sugh rights: or . -

() Fails to heve & Unjted States patent
application flled on the Inyention 1 accord-
nnce with paragreph (§) jef this clause, or
decides not to continue prosacution of such
applieatlon; or

(111) At any tlmme, noe longer desires to re-
taln title. ) :

{3) Subject to the llcense specificd in para-
praph {d) of thls clause, the Coutractor

agrees to convey to the [Governiment upon |

creguest -the entire right, jtitle, and Interest
B dnys Subjesy Imventlgh in Aoy ioreign
ccountry if the Contractor:
i (1) Does not clest under paragraph (h) {1)
pof this clause to retaln Such rights In the
leountry; or
; (1}) Talis to have a patant applieatlon fleq
- 10 the country on the Ihdventlon in accord-
fance with paragraph (k)3 of this clauss, or
i dectdes not 1o conthivie prosecution or Lo pay
1ALy madlntenance fees covdring thie Inventlon,
¢ To nveld forfelture of the) patent npptication
. or paient, the Contractge sholl notify the
- Contructing Oficer not Jess than 60 days
- before the esplration peglod for any action
; reguired by the foreln patent ollice,
. (4). A conveynnee reqiested pursuant to
Sparagrapi (LY(2) or (4) of thin clause shall
£ be made by dellvering: to the Contracting QM-
Cer duly executed Snsirufnents {prepared by

the Government) and such other papers ns
mre deemed necessary to vest In the Govern-
meht the entire right, title, and Interest to
enable’ the Government to apply for and
Prosecute patent appllcations coveriry. the
Jlavention fn this or the forelun country,
respectively, or otherwlse establish §its owne-
ership of the invention. : . .

(}) Filing of demestic patent opplications.

(1} With respect to each Subject Invention
In which the Contrastor elects to retaln do-
mesuie rights pursuant to paragraph (L) of
this clause, the Coniractor shall have o do-
mestic patent sapplication filed within 6
months after submission of the inventlon
disclosure pursuaunt to paragraph(e) (2} (1)
of this clause or such longer period as may
be approved by the Contracting Officer for
good cause shown In writing by the Con-
tractor. With respect to the inventlon, the
Contractor shall promptly notify the Conea
tracting Cthicer of any decision not to file an
application. -

(2) For each Subjzct Invention on which g
patent application !s filed by or on behalf
of the Contractor, the Contractor shall:

(1) Witliin 2 months after the aling or
within 2 months sfter submisslon of the
lnvention disclosure if the patent appllea-
tion previously has been flled, dellver to the
Contracting Officer a ¢opy of the application.
as tiled Including the fling date and sorlal
nuraber; o

(I1y Include.the following statement in the
second paragraph of the specification of the
application and any patents issued on a
Subject Inventlon, '“The Government has
rlzhts in-this invention pursuant to Contract
No. __.____ for Grant NO, ccave.- } awarded
by (identify the agency).”;

(1Y Within € months after Allng the ap-
plieation or within 6 montns after submit-
ting the invention disclasure if the applica-
tion has bean filed previously, dellver Lo the
Contracting Officer o duly executed and np-

‘proved Instruments on a form specitied by the

Government fully confirmalory of all rights
te which' the Government is entltled, and
provide the agency an irrevocable power to
“nspect and makKe copies of the patent ap-
pication fMed;

{!v} Provide -the Contracting Officer with
a copy of the patent within 2 months after
& patent Is Issued on the applleation; and

{(v) Not loss than 30 dayvs before the exe
piratlon of the responso perlod for any age
tlon required by thie Patent and Trademarks
Ofdice, not!ly the apency of any deelsion not
to continue prosccutlon of tlie application
and deliver Lo the arency exccuted Instry-
ments granting the Government a power of
nttorney.

(3y For each Subject Inventlon tn which
tho Contractor inttially elcets not to retwdn
principal domestie riphts, the Contraclor
shall inform the Contracting Otticer promnpie .
Iy in wrlting of the date and ldentity of any
o snle, public use, or publieation of the
inventlon which may constituto a statutory

Co . 456
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Chapter 1—Federal Procurer

vor under 35 U.S.C. 102, whiehiw.
fzed by or known to the Contra-o
contemplated action of this natw
(¥Y Filing of foreign wpuleni:«
(1} With respect to cach Subler.
in which the Contraster eicdls o :

“eipil rizhts in e forelgn count:

to paragraph () (1) of this clan
tractor shall have a patent apd
on the Inventlon in that coun
ance with applicable statules oo
tions, snd within ono of ib:
periods:

(1} Blght months {rom the ('
responding Wnlted States appit.
by or on behalf of the Contracte.
an application ls not filed, & 0
the date the invention is st_ﬂm_x o
closure pursuant to paragraph ;.
this clause; )

11y Six mionths from the dat:
granted by the Commissioner ¢l ©
Trademsarks to Gie [forelgn
where stteh fillng has been pr
securlty reasouns; Or. S

{it4y Such longer perfod o<
proved by the Cornirasting Qo

{(2) The Contractor ghail ©
tracting Officer promptiy of ¢
plieation fled and upon writ
furnish an Bngilsh verslon
application without addition;

(¢) Pateni Ricids clour.
When the agency hag e
a conitract falls within § 1
thie Patent Rights claus
(a} snall ke includend :‘n. t‘:f._r,‘
cept that the name of the.w
changed to “Patent Rig
and paragrash (b) of i
be replaced wilh the follov
(b): B

(b) Allacation of prineipal -

signment to tire Governme
ject Invention is ldentificd,
agrecs o asslgn to tho Goverr
tire right, title, and fntarest '
cut the world excent lo-
greater righits are retulned
under paragraphs (10 {(2)
clpuse. ;
(2) CGreater rights dele
Contractor, or the emplo
putlhorization of the Contnw
groater rizhts than tho nos
provided o parspiaph ()
seeorilaneo with thno proce!
of 41 iR 1-5.100-%, A ru
minatlon of whether the
omployece-inventor 13 entitie
grenter rights murt 0o ﬁubm._
tracting Ofllerr at the Unic ol
of the Invention pursasnt i
{(2) {1 of this clause, or
months therenfler or auch
may be authorized by the ©
cor for good causo showly 1
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- Grantee 1nvestlnator5'may -&so -pbtain scrcening and

these s

promisi

services from academic colleagues in other health-
disciplines; such as pharmacology and physiology.-

, 10 of the investigators contacted told us that
>rvices were limited in scope and that there were de-
receiving the results; limitations result from the
at their testing. needs do not alvays correspond to |
ependent research programs of their colleagues. Ve
ve been informed that academic testing services do
vide the sereening and testing necessary to develop
ng compounds because their emphasis is. on sc1ent1£1c
ge and not on utilization. '

5C

amples of inadecuate

reening and testing services

:1}

/. to 1964 from the National Heart Institute for

e following examples illustrate some of the adverse
upon the medicinal chemistry research program brought

v the lack of appropriate scfeening and testing sex-
or the compounds prepared by the research investiga-

Aﬁ'experienced investigator ecredited with the dis-
covery of at least two drugs received a gran _
~amounting to abtout $123, 000 during the perlod 1954
the
study of hypotensive compounds. During the initial
‘period of the grant, at least one highly active

clinical druo resulted from this research.

Six pharmaceutiéal companies expressed interest in
testing compounds for the investigator, and a work-
ing relationship was established with one of these
- companies that promised to provide biological test-
ing to the point of clinical investigation. The
investigator informed us that, subsequent to adop-
- tion of the 1962 patent agreement, the company
withdrew its testing services and that generally
all companies now decline to test compounds pre-
pared with Federal support.k,¢;

The investloator stated that:adequate-screening‘and.
testing had not been received on 21 compounds syn-

- thesized by him during the period 1963 to 1966 and

e
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'iQ,:buring the peried 1963-65,

he investigator told us that, because he could r-
spbtain proper screening for his compounds, he de-

e . . . . :
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~that he had been unable to obtain any screening for

14 other compounds. He said that some testing was

“available at a university medical school on an ir-
vregular basis and that CCNSC cancer test results
‘were only indirectly related to his heart resezrch.
+:An article published in 1966 in the Journal of

.~ 'Pharmaceutical Sciences discussing potential anti-

hyperten51ve agents specifically mentioned the pre:
-lem of 1nadequate screening in this area of rasear:
:-and contained the fol]ow1ng comment concerning tn:;

RN RO} B O feeaeaT

-

- ®QOwing to the dlfflculty of obtalnlng
'“ﬁﬂ—screenlnc of compounds obtained under a
;grant from the National Institutes of
“Health, no data are available pertaining
“to the p0551bl° antlhyperten51ve activity
‘:of the amino acid."

'—‘ !

-pided not to request a renevwal of his heart rese:z:

“search in the mentzl health area.

-grant.

ocrant awards totalin:
about. $37,000 were made to an investigator For wa
According to
available to us, the investigator at-

ti HJ

“f£iles made

~tempted to make testing arrangements with two ph-
s maceutical
Sign the patent agreement required by PHS.

bowever both firms qeclln_ﬁ'::

A PR
—II‘_.
-

j_r'

firms;

ments for testing were finally made with the

- pharmacology Service Center of the National IjSLi

tute of Mental Health.

-

“Iwo weeks after the investigator submitted his £

compounds to the Center for testing, he was noti.
by the Center that, due to reductions in its pr~'

Cograms, additionnl'compounds would not be accept-

" He informed us that PHS did not suggest any alte.

-

~tive testing facilities and that other arrangen
¥Were not made,

He also stated that, followxnﬁ'é-
1962 PUS requirements for a patent agre encnt,’ﬁﬁ
tific information formerly prov1ded by industry




.....

..o longer made available to him. He explained that.

the inadequacy of available testing facilities con-

-~ gributed to his decision not to request a renewal
~pf his grant after 1965 :

© 73, JAnother investigator received grants totaling about

$71,000 during the period 1964-66 from the National
Instltute of General Medical Sciences (NIGMS).

{About the time of the first award an official at
INIGMS suggested that the investigator have his com-
pounds tested for biological activity and especially
for ant1v1ral antlcancer, and antlconvulsant actlv-

.y

“Eiitles

7{‘?he investigator explained to us that hlS compounds

" “fwere of the type that should receive broad biological

“screening. However, the cnly screening and testing
" {:arrangements made were with CCNSC and they did not
provide for anticonvulsant screening. The 1nvest1ga—
~tor stated that no Govermment testing facility of-
.fered brozd screening and that no such testing was
-available at any of the institutions 1lSt&d in the
“NIH booklet "Biological Testing Facilities.'' Hé
stated that he was part1CLlarl} concerned about his
-inability to obtain enticonvulsant testing and that-
fTPHS had not a581stea him, -

~Prior to 1962 the .investigator had sent compounds to
-:pharmaceutical companies for testing. Test vesults
-~from one company showed that a compound, submitted
.for testing in 1955, had been SLbJECLed to at least
20 different test systems, including several in the.
area of anticonvulsants the latest test occurring in
-March 1966. The investigator stated that the inade-
--quacy of his current arrangements influenced his de-
¢€ision not to request a renewal of his grant.

f_@ﬁg Since 1959, awards totaling about $141,000 hévé been:'

-:made to an investigator by the National Cancer In-
“stitute (UCI).  In connection with compounds pro-
" dpced under the grant, the investigator has made
arrangcements w1th CCNSC for anticancer testing and
-fsince 1962 has submitted over 100 compounds. His

15 ""f_. .
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‘Change in direction of research

. We found that, within the broad terms of the grants,
several grantee investigetors have redirected their researc
.efforts away from the objective of developing compounds hiv.
. ing potential new medicinal value in the prevention and tuc:
ment of human disorders.. Some investigators are concentrars
on basic chemistry studies even though they had originally
. proposed to prepare compounds with potential medicinzl valic
- in several areas of hezlth. We were advised by other in
~tigators that, because of their awareness of testing prob
encountered by others, they intentionally directed their
search around the need for testing. The following cases i~
lustrate the changes being made in the direction of the re-
search effort in certain medicinal chemistry grants as a v
= sult of the difficulties being encountered in obtaining ad:
. quate screening and testing services,

correspondence with CCNSC indicates that his com-
pounds might also show activity in the trcatment of
- mental disease; he informed us that, in his opinion,
:-the compounds- should also be tested for blood pres-
Sure activity., ) . R .

He advised us that attempts to make testing arrange-
ments through the National Institute of Ncntgl tHeal ¢
were unsuccessful, and he expressed doubts fo us _
" whether adequate testing arrangements could be made
‘with medical school facilities. 'The only regular
testing arrangements made by him were with CCUSC
~ although a pharmaceutical company had provided scna
‘tests in mental chemistry prior to 1962, The inves-
tigator stated that, although anticencer zctivity 1
the main concern of the NCI, he would like to obtain
"~ broader screening of his compounds,

M

~

1, At one university an investigator received grants

about $49,000 during the period 1962-66 from NIGHS
The investigator was preparing various kinds of po-
tential medicinal agents when he applied for the P
grant. In his application the investigacor stated
~that he planned to obtain screening and testing frf‘
a pharmaceutlcal flrm.
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Subsequently, he received a commitment from.the firm
 for these services, However, in May 1962, the fimm
advised him that it was opposed to the signing of
 the patent agreement required by PHS. The investi-
“gator made alternate testing arrangements with a
commercial testing laboratery and later with a uni-
 versity pharmacologist for specific types of tests,
but not for broad screening. The investigator has
informed us that he is currently interested in the
'study of how drugs work and that he is studying spe-
“¢ific drugs whose medieinal value is already knovm,
rather than concerning himself with developing new

- drugs. _ e

.Anbther

e $66,000

initial

investigétor, who received grants of about
for the period 1962-66, proposed in his
grant application to submit his compounds

. to routine screening in order to obtain as broad
an evaluation as possible.

.| The investigator stated that his attempts to obtain

(
the d3

tainis
verse:
resea
which

screening and testing from the pharmaceutical in-
dustry were unsuccessful and that he finally made
arrangements with a university pharmacologist who
provided limited serviceés. The investigator in-
formed us that his current research goals were lim-
.. ited and that his testing needs were also limited.

.. He said that the broad testing proposed in the orig--
inal grant application was still valuable and that,
if it had been obtained from industry, the direction
.0of his research might not have changed.

n the basis of the several grants reviewed by us and~of

ssions with
 £ficulties
1g adequate

grantee investigators, it appears to us that
encountered by grantee investigators in ob-
screening and testing of compounds have ad-

vy affected the achievement of important objectives of
rch grants in medicinal chemistry. These difficulties,
many of the investigators attributed to the inability
tain the cooperation of the pharmaceutical industry and

the unavailability of adequate alternative sources of

. — : -
- -
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.-screening testing, also seem to be related to certain
... problems in the administration of HEW regulations concern—
+ing smvention Tightss which are discuszed in the subsequent
ection of this report.. . -
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" Pifficylties in administration of R
orerulatiions concornine invention richts

'regula
tion. te facilitate the development of grantce investigators'
.-dxscoverles of potential new drugs. These difficulties in-

QE noted certain difficulties in the administration of
icns concerning invention rights which needed resolu-

-Volved the detemuination of ownership. and disposition of
invenglons conceived under PHS grants for research in medic-
inal ghemistry, wihich we found was a factor contributing to

-the reluctance of the drug industry to provide screening
-and testing services to NIH-supported investigators.

. Xt is the gernieral policy of HEY that thu results of
.Depar“ment sponsored research should be made widely,

ePpromptly, and freély available to other reseaxrch workers: _
;fand to the public. At the same time, the poliey recognizes
~that [in some situations, and particularly where commercial

'&- . L] - - - 5
. ;development of inventions will be costly, the public inter-

-”-;"-

@5t dan best be served if a developer is granted some ex-

~gclusivity for a limited time. However, we were advised by
'HEW officials that, in view of an opinion of. the Attorney
Beneral (34 Op., Atty. Gen., 320,328 (1924)), HEW could not
-.guarantee exclusive licensing of inventions. HEW officials
‘toldjus that this opinion generally had been interpreted as
-fholoLn” that agencies may not grant exclusive licenses un-
-der Government- o;ned patents without specific statutory au-

'.:thnrluy,

“BEW regulations CASPFRB) require that all inventions

“ﬂIlSng out of activities supported by grants shall be

'pro%ptly and fully reported to the agency. The regulations,

~as quoted on page 6 of this report, permit a utilization of
the|patent process in order to foster adequate commercial

~development to male new inventions widely available to the

LV

-general public. The regulations specify that determination

of ownership and disposition of invention rights may be made
by leither the responsible official on a case~by-case basis
{sec. 8.1(a)}) or, except for foreign rights, under blanket
“igstitutional agreements" by grantee institutions whose

- policies and procedures have been approved by HEW

(s<~c. 8.1(b)).

gt
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¢ . . - 47 The regulations (sec. 8.2) provide four criteria for

| ‘ use by the responsible HEW official in determining dispos:
tion of rights under section 8.1(a). One of the criteria
(sec. 8.2(b)) states that an invention may be assigned b
HEW to a "competent! organiczation if it will be more ade-
quately and cquickly developed for widest use, providing

-~ there are adequate safeguards against unreasconable royal:s
and repressive practices. o -

. B '~ In accordance with the general policy concerning pu™
T, o ~lication or patenting of inventions, we found that HEW <.
erally followed the practice of disseminating the result

of PHS-sponsored resecarcn to other research workers and =
the public through publication. Fublication has the efi:
of making the results of research freely available to all
- interested parties and, subject to existing patents, pe:r
- ponexclusive exploitation of the discovery. - However, ve
. _ have teen advised by representatives of the p“_rm_ceutl__
- - industry thet, since commercial development of new drugs
P -1 generally costly, the 1“dustry will not undertzke this ¢
«~— . 1. _velopment unless somz form of exclusivity can be obtain:z.
During our review, several grantee investigzators
formed us that, in their opinion, publication of the r
sults of their research was not an adequatza means to e
development of promising compounds into new drugs. In
- dition, we noted that in April 1962 the Director cf the
"tional Cancer Institute advised the Surgeon General the-
was doubtful that the policy of emphasizing dedication
_inventions to the public throuzh publication would make
ventions available or that such a policy would always <.
the public interest. He stated that a no-patent conceg
delayed the marketing of inventions because there was -
protection for the investment of the developer.

[

m o
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- Assionment of invention richts bv HEW

_ Our review showed that HEW had not taken timely ac-
: to determine the disposition of rights to certain inven~
. and that only limited use had been made by HEW of the &«
: thority provided in the regulations to assign invention
. _rights to "competent" organizations, such as grantee in:
- - tutions. We found that, at the time of ocur fieldwork i:
o January 1967, HEW had not acted upon.several petitions

. | | :g_ a0
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had been

- We found
- had assi
-ation.

- grantees

NIH records showed that,

received from grantees for assignment of rights.
also that, from 1962 through June 30, 1965,

gned invention rlghts to grantees in only one situ-
during the 1962-65 period,

HEW

: had reported a total of 682 inventions resulting
. :from NIH-sponsored research and that numerous requests had
‘been received for assignment of rights.

inventions,

grantee organiza-

‘Subsequent to reporting

tions may petition HEW for assignment of invention rights

~:on an individual case basis.
- section

In such instances pursuant to

8.1(a) the responsible HEW official, in accordance

- with section 8.2(b) of the regulations, may assign the in-

-yentiorn

rights to the grantee for a limited period.

. ~Teceived by HEW from grentees that were pending determina-

C.tion as

- laat-lea

—
TRere

- o8ions
eritexn

- uncert

. followi

T Rolved

issatisfied
by the agency because the provisions did not provide

suniver

of January 1967. 7Two of these petitions had been
ted in 1963 ona in early 1965,

st 6 months old.:

with the determination of rights provi-

ia and guidelines for determining rights; there were:
ainties as to the determinations to be made. The

ing case iliustrates the delays and uncertainties in-
in resolving & petition for patent rights made by a
sity we visited during our vreview!:

and three others were

1iversity and industry officials advised us that they

“HEW officials provided us with a list of nine petitions

' . In January 1966 a university petitioned PHS for assign-

~ment of domestic rights to inventions covering steroid com-
- pounds

conceived under a PHS grant. FPrior to the petition.

the Surgeon General had permitted the university to file

- osix petent applications.

At least 14 companies expressed

interest in licenses for developnent of the wniversity's

Anve

iy

sive

* ment

tions.

: We were advised, however, by a- unlver51ty official

X - that no company wopld develop the inventions without exclu-
Tri ght 5
-the inventions..
work had been done on the inventions by any of the 14

to protect its investment in the development of
He stated that, as of May 1967,

L]
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no develop-
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companies, The investigator informed us- that he had lost
interest in development of the inventions, because of the-

long

delay. In July 1967, 18 months after the petition,

the Assistant Secretary for Health and Scientific Affairs
.assigned domestic .rights to the university and stated that

the pubplic interest would best be served by eXPEdltLOUS de-_
velopment of the 1nventlons. | '

Statements made in 1965 by two organizations rzpresent-

~ing university administrators stress the importance of as-

signing invention rights to universities at the time of

o

“awarding research grants or contracts. The Patent Policy

Subcommittee of one organizationl stated in a position paper

that

the public interest could best be served by encourag-

ing educational institutions to assume the responsibility

ties

of furthering public use of the inventions of their facul-

and recommended that universities be permitted to es-

tablish the licensing arrangements necessary to encourage
private companies to invest in the development of pharmaceu—

tary

~-tical discoveries,

The Chairman of the Subcommittee in commenting on the

-position paper advised the orgaznization's executive secre-

that the necessity to petlelon the sponsoring agency

for the right to patent an invention, and to justify 'each

- such

petition on an individual basis, introduces substantlal_

delay and a prolonged period of uncertalnty.

In 1965 the other organlzatlonz'submltted statements to

the Senate Subcommittee on Patents, Trademarks, and Copy-
rights, Committes on the Judiciary, which stressed that
granting invention rights to universities at the time of
‘contpacting would eliminate delays in the development of
discgveries and. the dissemination of research knowledge and
would assist the sponsoring agency charged with the task of
promoting the fruits of research. This organization also

1Conm

wittee on Government Relations,; The MNational Associa-

tion of College and University Business Officers.

2

fAme'

rican Council on Education. o ) .

22
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gions

_.xecommgnded that universities be permitted to use licensing
-dncen
#Hpmen

. o ..: Po 6[‘_

tives to attract industry investment in product devel-
th (Hearxngs on Government Fatent Policy, pt. 2,
S'.)_ . . o . . ) .

During our review, we requested HEW to provide us with

mation concerning the current status of its determina-
under section 8.2(b), including the nine pending

cages shown in its January 1967 listing. This information,

provi

“ﬁEu Was evaluaulng additional information received on

ded to us in November 1967, snowpd a marked .increase
partmental actions, inasmuch as HEW: -

3. Had signed section 8.2(b) determinations, assigning

.-invention rights to the grantee for &. llmlted po-
rlod in seven cases, _ o ~

-

3ﬂ2.'Had dec1ded to dcdlcate the 1nventlon to the publlc

in one case.

the remaining case.

information provided to uS'also showed that, since Jan-

Ty

1967, 17 other proposals had been submitted to HEW for

B.2(b} determinations; HIV had made determinations in four

cases|and was evaluating the proposals recclvea in the
-other;13 cases. -

On the basis of our observations, we proposed to the
- Secretary that HEW, in line with its responsibility, should

direct its efforts toward timely determination of rights

istry
such

“to, and the appropriate disposition of, potentially patent-
-able

inventions résulting from research in medicinal chem--
reported by grantee investigators. We believe that
action would serve the public interest by reducing the

uncerftainties of the status of invention rights.

“Use of institutional agreements

" .Qur review showed that HEW had made only limited use

‘tion
ent p
regul

-of the regulation permitting the assigning of the determina-

of invention rights to grantee institutions whose pat-
olicies had been approved by HEW (45 CFR., 8.1b). This
ation has been applied through the use of institutional

“a . -

", i ".-. ._‘_. -_.' 23
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-sagreements between PHS and individual universities, and 18

.. i - o-Such agreements, entered into between 1953 and 1938, are

SO onow in existence. At least 34 other universities have sub-

- . .. mitted requests for these agreements; however, in March

' 1967, we were advised by HEW officials that no additional

-agreements had been approved because opinions of responsible
'agencﬁ officials dlffEIEd concernlng the value ot such
.agree?entsa ‘ -

: de found that HEW, in addition to placing limitation
'?}V,.--on th number of" lnStltUtanal agreements being approved,
-.place limitations on the institutions' administration of
- .. «the apreements now in existence, because it requlred use of
e . - the PHS patent agreement. Some agency officials have ex-
| ..-pressed the opinion that the use of patent agreements should
~mnot be requirasd at grantee institutions which are holding
~. ore instirutional agreemsnts and that greater use of institu-.
ar tiona% agreements would help all:riate'prbblems in obtaining
sere alng and test:.n':r services bty pharmaceutlcal conpanles.

>+f’“' Information obtained during our review Shows that in-

. . -westigators from at least seven orf the universities holding

' agreerents.wlth PHS encountered dificulties in making
-sereening and testing arrangements vith pharmaceutical com-

5, because of the required use of the PHS patent agree-

The following case illustrates problems encountered

screening and testing arrangements were sought:

-»In November 1962 the'chairman of the patent board at a
: wniversity holding an institutional agreement advised
' an investigator, as well as university admlnlstrators,
?hat PHS preferred to have investigators obtain screc
ing and testing for their compounds from commercial
laboratories not engaged in the manufacturing business,
esting fees were to be charged to the grant. The
“mehalrman pointed out that he had: :

‘Wkk% protested this and other recent actions
..o0f the USPHS in issuing directives requiring
- compliance on matters contrary to established

“procedure within the university and the uni-

wversity's 1nst1tutlonal agreement thh that

_ agency “k‘k* n . :
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.1 ' 30n two occasions the university advised the Deputy
PR .z, {Burgeon General that fees for the required testing
“T h_;Aﬂ%jwould amount from about $30,000 to $50,000 and would
B ssfeonsume nearly all the funds of the grant. The uni-
L +iwersity recommended action to permit the use of the
i free services of the pharmaceutical industry. The
iDeputy Surgeon CGeneral replied that althouzh there was
.. imerit in thlS argument, PHS had no alternative but to
N apyoo-puse the amended patent agreement clause on- screening
: compounds.
~- - 1'0n the basis of our observations, ve prcposed to the
i8ecretary that HEW clarify the intended use of institutional
: . .-agreements and review the necessity for requiring the urs .
R L + ) 3 patent agreements by grantee instituticns whose patent
rr ] ~.zpolicies had already been approved by HLW.
""3'_- o .'2.5.:":5‘;" Tt omoITo ‘té —" ‘.'.: " SN R :
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Views

of agency offiéials.

.+, -and proposed actions . T e T

" “Recognition of problem area '. I IRR

“ ¢lals

means.
compounds resulting from PHS grants for research in medic- -

chemistry. Cognizant HEW officials have been aware of

- . inal
o the d
' " ~arran
. They
Y seAment

We found that, prior to our review, various HEW offi-

had expressed their views on problems concerning the
needed to provide improved screening:and-tésting of’

ifficulties experienced by grantee investigators in

ging for adequate screening and testing of compounds.
also recognized that procedures implementing depart-
olicies had been unsatisfactory and had contributed

P |
“to thﬁ loss of screening and testing services formerly

. provi

ed by the pharmaceutlcal 1ndustry

e ‘In March 1963 the Deputy Dlrector of NIH stated in a
-dettey to the Dlrector that: : o

el “fIt is becoming increasingly apparént that our
' . -gurrent patent policy does present a problem for -

.-grantees who depend upon industrial laboratories
for biological testing of materlal produced with

‘FHS support.”

.lnjAugust'l964 the Director NIH advised thé.Surgeoﬁ_

”ﬂGéneral, PHS, of the need for change in the HEW policy to
:permit effective collaboration with industry.  He stated

~in theé

memorandum that, since early 1962, problems had in-

..ereased to the point where a prompt review of the policy
-appeared necessary. The Director stated that investigators
"found; the drug industry best able to accumulate the data

1964

. L T

necessary for the licensing of a new drug.

The Deputy'Sufgeon General, PHS, forwarded the August
Lletter to -the HEW Patent Officer and stated that:

kKK it is preferable to credte conditions that will

-attract private initiative rather than to undertake

scomplete government financing of the cost of re-
~Search and development of all 1nvent10nb that grow
“out of the government's program

.
.
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% ... In August 1965 the Director of NIH advised the Subcom-
qittee jon Patents, Trademarks, and CoPyrlohts of the Senate - .
+-Judiciary Commlttee that.-- . i :

- -

= fhe uncertainties involved in after-the-fact de- L

termination have created barriers for collabora- '

- tion by the drug industry with NIlU-supported sci-

. entists in brl“olng potential therupeutlc agents
wee @ the point of practical application.'

and th4at:

EYT Y - PN

- MGompounds which show some promise in early
,J-stages of investigation ma ay be of no benefit
-t the public and may not serve thz public in-
.terest unless clinical testing is undertaken and
- gthe resulting drug *** marketed, ¥¥%*% it seems
3_Tsenslble to be able to involve industry in the
;ﬂtésting and marketing phases of drug development
=since these firms already possess capabilities
-in these areas that would have to be duplicated
: aeLsewhnre to accompllse these necessary purposes.

VP APV

NQJHGW VlCWS of JLlV 1857

i

~In May 1967 we advised the Secretary HEW, by letter, of
our findings concerning the problems in obtaining aooroprie
-ate screening and testing for compounds prepared under
Government-sponsored research We inquired about the steps
-being taken or contemplated within the Department to pro-
wvide ipproved means for screening and. testing compounds re-
sulting from the PHS-supported program for research in

=

medicinal chemistry, - _ i o~

In his reply of July 1967, on behalf of the Secretary,
-the Assistant Secretary for Health and Scientific Affairs
informed us that, since the responsibility for patent mat-
ters was assigned to his office in October 1966, the Depart-
} ment's| patent policies and administrative practices, in-
"4 - .cluding the problems relating to screening and teetlng of

-

~compounds, had been ‘under continuing review.

) R N - Lot .
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sthe Federal Council for Science and Technology
- the Department intended to use the study in the formulation

-of any ¢
"0 be in
‘.. The
‘ Were ung
~0f compc

order.

(1) extens

Assistant Secretary mentioned that a private con-
fFirm was studying certain patent problems related to.
ations in connection with a contraet study being un-
for the Committee on Government Patent Policy of

and that

hanges in pollcy or admlnlstratlve practices found

Assistant Secretary further stated that two steps
er consideration to promote screening and testing
unds identified by grantees:

ion of the:

-aise of blanket institutional agreements and (2) entertain-

- mment of
" . section
- rights
. -:ghere i
sadequat
-Screeni
- #ecisio
~spbove a

=]

-

e

-HEL

ng and testing.
n regarding changes in patent policies or in the
dnlnlsbratlve practlces. :

applications by other grantee institutions under
8.2(b) of the regulations for assignment of principal
>y HEW to such institutions on a case-by-case basis
was determined that such action would promote more
and wider utilization of the compounds, including

However, HEW had reached no final

7 comments of March 1968

L Af
" <o the
"We wverd
dated N
- Comptrc
~ essent3
. by the

sereeni

«gearch

1

Y
1

ler.

1Estab
“inter

scien

Department's comments,

1ese actions include:

lished by Executive Order 10807, March 13, 1959'
agency body representing the prlnc1pal agencies with
tlflc or technical m1551ons. .

ter we brought the matters discussed in this report
attention of the Secretary for review and comment,
furnished with the
arch 20, 1968, from the HEW Assistant Secretary,
In this letter (see app. I1II), we were informed
ally of four principal actions taken or being taken
Department to resolve the problems related to the
ng and testing of compounds under HEW-sponsored re-

by letter

, The use of a revised patent agreement between in-
i~wvestigator and screening and testing organization.

as an
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ff;(;.'The planned use of a revised standard'institutional ?
patent agreement. L. | _ _}.

3. The more expeditious ‘issuance of determinations

permitting assignment of an invention to a compe-

L“. tent orgunlzatlon on a case- by—case basxs. L

U, L- - r v

L, The planned issue of a comprehensive statement of
the Department's policies and requirements regard-
ing the screening and teqtlng of corpounds.

@Veral actions as reported to us by the Department are’

'.summarlzed below

1,‘During 1967, HEW put into effect a revised form of

~patent agrecment which, as pointed cut by the Department,

. diffel

rs significantly from that required in 1962 in that it

“‘does not restrict the tester's rights of ownership to new

AISeSs

wWitho

-|ven.
- Mork.

£ compounds which it may discover at its own eXpense
1t the participation of the NIH-supported investigator,
'where such new use is within the field of research
supported by the - grant.” '

'.HEW has informed us that its records indicate that the

revis
mace

od agreement is acceptable to some members of the phar-
tical industry whe are interestad in providing screen-

-ing %nd testing services and that investigzators and phar-
macegtlcal companies entered into 53 agreemaznts, using the

- crevi
also
under;
Tade,
-spect
and t
wvices

the [
ment*

still

ed form during calendar year 1967. HEW has informed us
that the form of the required patent egreement will
go. further review and that additional changes will be
where appropriate, to ensure recognition of the re-
ive rights and interests of HEW, the investigators,

he organizations performing screening and testing ser-

In commenting on the revised agreement the president of
harmaceutical Manufacturers Association advised us that
4s a much needed improvement to the existing arrange-
, and, although recognizing that certain problems would
exxst, the association endorsed it as a progressive

measure,

25 . .
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?., HEW has reaffirmed that the use of institutional
rents, as provided for undér Department patent policy,

5 the public interest and should be continued. HEW
©hformed us that a revised standard institutional patent

agreement, now in preparation, will permit the grantee in-

stitu

~right
‘glear
.such

i,ernin

—

towar
- dn co
L Sameg

to a

latio

" state

gardi
of De

HEW considers that the revised agreements will go far

“ion to retain and administer the principal ownership
5 in inventions made under Department grants, will

ly define the rights of the parties with respect to
Lnventions, and w111 set forth general guldgllnes gov-
g the llcenSLng of inventions.

BN,

1 solving the problems encountered by investigators
mection with screening and testing and will, at the

fime, fully protect the public interest.

o B, During 1967 HEW has made efforts to expedite the
Tt issua
-patent regulations that permits assignmzant of an invention

nce of determlnatlons pursuant to the provision in its

competent organization on a case-by-case basis. HEW

‘stated that it was its intent to act as expeditiously as
" possi
. ment,
“April

ble on a number of requests pending for such assign-
as well as on those determinations already made since
1967. HEW intends to use this provision of the regu-
ns where an institutional agreement is not in effect.

i, HEW has recognized the need for a comprechensive

nent of the Department's policies and requirements re-
ng the screening and testing of compounds arising out
partment-sponsored research., HEW has informed us that

it intends to issue a statement which will outline the De-
partment's policies and clearly set forth alternative meth-

ods of

will
whene

obtaining screening and testing services and that it
encourage the utilization of Government facilities
ger appropriatieo -

|

n summary, HEW expressed its recognition that newly

SynthFSlZCd or identified compounds resultlnrr from :

Depar

tment-sponsored research constitute a valuable national

resource and that their effective utilization is a part of

HEW's

program goals., HEW has stated that it will continue

to make such changes in its practices as are necessary to

foster the fullest utilization of all such compounds, in a
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spanner that will protect the legitimate interests of the
-publi¢, the investigator, and the screening organization..

ol

.

:Conclusions | e | o

. On the basis of information obtained from grantee in-
arestigators and cognizant agency officials, it appears that

“the usefulness of the HEW grant program for research in

medidinal chemistry has been adversely affected because of
the difficulties encountered by grantees in arranging for
.adequate screening and testing services,  Although the re-
search efforts of grantee investigators provide useful sci-
-entific information in the area of health-related chemistry,
.optinum benefits are not obtainable if compounds which may

~have potent1a1 med1c1nal use do not receive adequate screen-

.ing and testing . o —

e - -

vam — . _ R
e — = e T o .- . R -—-\

'//ﬂ& He believe it is important to note that, in a meeting
with

agency officials in June 1266, the President of the .

- Tnited States expressed specific interest in medicinal re-
-search and in achieving increased practical resulrs from

«drug research in the form of treaztment of diseases. Agency

~©0fficlals have advised the President thgt a major impediment
"To these goals has bezen the patent policy which has made it

‘extremely difficult to make use of the resources and ser-
wices of the pharmaceutical 1nodstry

—a e mam - e b i e S el L e e pape—————
o e ——

Followlnw this meeting, the PIESldent referred to the
-subgtantial amount of funds being spent annually by NIH on
“blochemical research and, after mentioconing the role of med-
‘jcal research in control of polio and tuberculoSLS and in

“psyc¢hiatric treatment, stated.l

- "These examples provide dramatic proof of what
-gan be achieved if we apply the lessons of re-
search to detect, to deter and to cure disease,
- 1“The Nation faces a heavy demand on its hospitals
| .and health manpower. Medical rasearch, effec-
1 "tively applied, can help reduce the load by pre-
i+ venting disease before it occurs, and by curlng
diseuse when it does strlke.-

IWaekly compllatlon of Pre31d°nt1al Dccuments, July 4 1966_
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Tfﬁﬂﬁpt the greater reward is in the well-being of
- our citizens. VWe must make sure that no life- _ -
“;gliving discovery is locked up in the laboratory.'" =

IE
mrecognj

have s

-

is apparent that HEW officials have, for some time,
zed the problems discussed in this report, and wve
nce been informed that remedial measures are under

- way orqunder consideration, including changes in the patent”

~the off
;.whethen
.- screeni
-fsupport

'hRecommé

snt for screening and testing purposes, increased use
iitutional agrezements, and more expeditious assign- = .

invention rights at the time of grant award. How-

intil such time as the contemplated actions have been
fully ﬁmplementcd it is not practicable for us to assess

ectiveness of those various mcasures and to determine
they will enable investigators to obtain adequate

ng and testing services in connectlon w1th thelr HEW-
ed research.activities. . :

e

ndation to the Sacr etary-

th, Education, and Welfare

— - 0f Heal

~-and Wel
. procedu
and tes
-search |
- of potsd
-ﬁdisease

recommend that the Secretary of Health, Education,
fare develop and put into effect such policies and
res as are necessary to provide adequate screening
ting of compounds resulting from HEW-supported re-

lin medicinal chemistry to facilitate the development

ntial drugs for the prevention and treatment of
s and disabilities of man.

-
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r review of the administration of HEW grants for re-
in medicinal chemistry included an examination into
5 tinent legislation and the regulations, policies, pro-
j_,~cedures, and practices of HEW and its constituent organiza-
i Qur work was performed at
' the hdadquarters of HEW, PHS, and NIH, and at selected edu-
....'eational institutions, which were recipients of PHS grants,

in the States of California, Michigan, Minnesota, and Wis-

" consir,

- He reviewed selected grants, totaling about $4.6 mil-

.1ion,

.~ investigators at 10 educatioral institutions.

~~the grantees' research programs and obtained information
- £rom the investigators and university ofificials as to the
~arrangements made or available for screening

.-.new cempounds to determine their usefulness.

~did net incliude an examination of the manner

funds_

o

coqand of the Pharmz=ce
" "ztermine the basis of
report.

‘this

~nent

~We met with represent
eutica

aspects of the
-ministration of the
in such pelicies or

vere expended under thas grants.

-

-

T T e e A W YT | s de g ma e oy

-

awarded during the period 1962 to 1967 to 38 research

We examined

and testing
Our review
in which the

tives of two pharmaceutical firms
1 Manufacturers Association to da-
the industry's actions discussed in

Ve discussed with responsible agency officials perti-
Department's policies affecting the ad-
grants and possible changes contemplated
implementing procedures.

-

Coasas Loy
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-

“THE DEPARTME‘\IT OF HEALTH, EU’JCATION AND WELFARE

RESPONSIBIE EOR THE ACTIVITIES

i DISCUSSED IN THIS REPORT -
L o o L
: Terure of office
_From Jo
. ) ' S ' ’ - -
SI:CRI.TAI’Y OF HEALTH, EDUCA‘I‘ION L A
3 J&ND WELFARE: - . e ' oL
i _Abraham A. Ribicoff i Jan, 1961 July 1962
.énthony J. Celebrezze | j‘-July 1962 Aug. 1965
'ohn W. Gardner g, 1965 Mar., 1968
: “'Hllbur J Cohen . »Mar. 1968 Present
‘,.ASS STANT SECRETAFY FOR HEALTH
AND SCIE‘\ITI.c IC AFF AIRS '
. -(note a): S - . o -
y : -'Phll:.p R Lee I o xNove 1965 . Present
i . “SURGEON GE’\IERAL PUBLIG HEALTH '
: Luther L. Terry - 7 -¥Mar., 1961 - ‘Oct. 1965
' William H. Stewart - Ret, . 1965 Present
'DIRECTOR, NATIONAL INSTITUTES |
-~ OF HEALTH: : T _ : -~
- . James ‘A, Shannon o, Jo-=fng. 71955 Present
E -E#fécfxve Marcﬁ 13, 1968, the Assxqtan; Secretary was given direct authority -
| - over PHS and FDA, Effectlve April 1, 1968, the functions previcusly as-
: o gned to PHS were assigned to two new operzating agencies-~the Mational In-
. stitutes of Mealth (including the former NIH and certain additional func-
.. tions) and the Health Services and Mental .Health Administration (comprising
atl other functions, previously assigned to PHS). The Surgeun ngcral was
" made the principal deputy to the Assistant Secretary.
.37
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DEPARTMENT OF HEALTH EDUCATION, AND W:—.LFARE:'. .T
. WASHINGTON.DC. 20201 i :
- OFFICE OF THE SECRETARY - _
QMAR"2O 1968
2t et - E d . . ’
f * ppar Mr. Rabel: | T .
- - : . . . . C memem —— - . 7 .
C .. . liThe 3ecretary has asked that I reply to your draft
7. .xeport to the Congress entitled, “Review of Grants
- for Research in Hedicinal Chemistry, National Insti-
futes of Health, Public Health Service, Department ©f

ealth, uduuat;on. and Wielfare.”

_ ; : '& e effective utilization of the results of Depariment—
R ‘ -&_onoored researcnh, incluling any compounds that may
s _ -be synthesized or identified, is considered to be an
e ﬂéssentlal part of the Department's program goals. The .
“fmﬁoblems relating to'the scereening and tesiting of such
ompounds nave been underxr continuing yeview within the
*qepartment.' 3ore changes have been wade in our admin-
ﬁstratlve practices and procedures Lo ‘@ncourayge such
creening, and additional cnangﬂ" will b2 made where
ﬁound to be appt opriate. _ Do

e would llke to comment briefly on some significant
A%spec*s of the draft repert and to kring you up to

late on the status of pertinent activities within the
:erartment. The report indicates that investigators

jave alleged that their collaboration with the pharma-
%eut1cal industry for screening arnd testing generally

nded in early 1962 when tne PHS recguired that the

creenlng organization and. the grantee ins stitution _
-execute a formal patant agreament.  We wis q'to point _

ut that this patent agreement did not involve any )
%hange in PHS policy. It merely formalized in writing
#he relationship and respective rlghts of the parties

- ‘:“‘__%n.lxgnt of the investigator's obllgatlons to the PUS
. ' -under his grant agreement. . T
IKU-'f. o o R L o« L e o ; L.
X . ) ) 3 8 . . ’ ’ '
e ia . " ‘ 4 " ‘
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ederick K. ‘Rabel |
ed in the Report, HEW has considered a number of

s in the patent agreenent required to Le signed
2ening, During 1967, a revised foxm of agreement
¢ into effect, a copy of which is attached.l the

£ the agrgencnt curs ently in use differs signifi-
from that originally required in 1962. It does
strict the tester’s rights of ownership to new

£ compounds which it way discover at its own ek—.
w1thout the participation or suggestion of the
Vustlgator even "where such new use is thhln the
Sf. research work supported by the grant." We

tand that restrictions of this type in agreemen

ly in use ware unucceptable to a number of ph&Lma"
al c0mpan1ea._

: . : i ‘ -
cords indicate that the revised agreement is
able to some members of the pharmaceutical in-
'who are interested ih providing screening a
g services, and that PHS investigators and gharma-
zl companies entersd into 53 agreements using the

d form during calendar vear 1267. The form of the
ed patent agreement will undergo fu*ther review,
diticnal changes will be made where appropriate to -
reﬂo~n1tlon of the re5ﬁe"t=vb rlghta a :d interests
20 its. investigators and oiganlzqtlona perfoﬁh—
reening and testing services.

JW)D
[ MO ]
o

+

ed in the Report,'it is the general'policy of this
ment that the results of Department research should
ely, promptly, and freely available to other re- '
workers and the public. At the same time, the
recognizes that in scme situations, and particu-

, the public interest can best ke served if a

n 8.1(b) of the Department Patent Regulations pro-
that ownership of inventions made under Department—
red research may be left to a grantee institution

for administration in accordance with the grantee's:

"GAO noté:

'Attachment'ndt included.

.
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'mestabllqhed policies and procndurev with such modifications
... -as may be agreed upon,

' -Health.

" procedures,

prov1 ded that the Assistant 3Secretary,
and Scientific Affairs, finds that the policies and
‘as modified, are such as to assure that the

1tion will be made available without unreasonable re-
tions or excessive royalties. This aspect of Depart-
patent policy has been undergoing review, and it was -

M:recnntly reaffirmed that the policy serves the public
sdnterest. and should be ContLHUEd.

At the present time, a revised standard b
- .paten er
. i .

under preparation.

asic Institutional
t Agreement, to ke utilized under Section 8.1(b), is

This Agrezment will permit the grantee

sdnstitution to retain and to administer the principal

ownerbhlo rights in inventions made under Department

-and

~guidelines governing the licensing oZf

grants
wards, will clearly define the rights of the partles :
‘respect to such inventions, and will set forth general
inventions, including

~Aimitations on the duraticn of exclusive licenszes that may

- be. gr

- royal
safeguards
‘those
- Governhent Patent Policy.
dnclude a reservation to the

‘requl

or on terms that are reasonable under

. awhere

-« --welfare or

this
agree

. be entered

anted. It will also include the reservation of a
ty-free license to the Government and other approprizate
to protact the public interest, including all of
specified in the 1953 Presidential Statemesnt of

These latter safeguards will
Gevernmaent of the right to

re the granting of additional licenses royalty-Cree
the circumstancas
licenses are necessary to Fulfill public health,
safety requirements. As soon as the terms of
agreenent can be fully developed, the existing
will be terminated and standard agrecments will
into with qualified grantee institutions.

such

basic
ments

We consider that the Institutional Patent Agreements will

-go far towards solving the problems encountered by investi-

.gators in connection with the screeniny and testing of com-

e sSes
publi

pounds synthesized or identified under Department-sponsored

rch and will,
c interest.

at the same time, fully prctect the
An Institutional patent Ar“cemtnt w111

- -
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--c.cauthorize a grantee institution to enter into agreements . - 1
- with pharmaceutical companies for the screening and- = o S
- testing of compounds and to agree te grant limited ex-. !

. —glusive licenses to any, inventicns that may result from

the screening. All such licenses will be required to
1ncluo= the conditions and safeguards smec1&1ed in the

_Instltutlonal Patent Ajreemeqt. -

Section 8.2(b) of the Department patent ﬁCgulations
. . authorizes the Assistant Secretary, Health and scientific
;- .affairs, to permit assignment of an invention by the in-
_..wentor to & competent organization on a case-by-case
% basis yhere he finds that the invention will thereby be
more adeguately and guickly develop2ed for widest use,
~.and -that there are satisfactory safeguards against un—' .
. ~yeasongble rovalties and repressive practices. During '
1967, efforts vere made to expedite the issuance of .
determinations pursuant to this provision. Since april 1,
.. 1867, fiftcen aﬂtermlna tions have been is sued pursaani o
° 7 .gectidn 8.2(b) permitting assignment of lnventlons to .
} o @grahteé'lnstluu ions. A number of reguests are pending,
' ard it is our intent to continue to act on such requests
» -as expeditiously as possible. .t/ intend to centinue to
= qtdlize this provision of the Regulations where an Insti-
tutional Patent Agreement is not in effect.

v wadh gl & 0 AP - v v« oo

d e

-~

~During our review of the problems associated with screening
and testing of compounds arising out of Depzriment-sponsored:
research, it has become apparent that there-is a clear-cut
need for a comprehensive statement of the Deparimsnt's
- policies and requiremenis regarding .this subject. There- -
fore, it is our intent to issue a statement outlining the
-peparftment's policies regarding screening and testing of
‘compojunds and clearly setiting forth the alternative methods
of obtaining screening and testing services that are avail- B
" .able ito investigators supported ky the Department. This
-8tatement will encourage the utilization of Government
~facilities, including the Cancer Chemotherapy National
- -Service Center (CCHNSC) and the Walter Reed Army Institute
»of Résearch for screening whenever appropriate.
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' .Mr. Frederick K. Rabel SR N
.- In summary, we consider that the results of Department-
* ;. 8ponsered research, including newly synthesized or
+  ~wdidentified compounds, constitute a valuable national
" vresource, and that the eifective utilization of such
;-7 c.-compounds is an essential part of the Department's pro-
-3 Logram geals. We intend to continue to make such changes
~' in our practices-as are necessary to foster the fullest
.+ satilization of all compcounds synthesized or identified ;
- .<during the course of research supported by the Department |
~.An sugh a manner as to racognize and protect the legitimate
* -nrdnterests of the public, the investigator, and the screening
izations. _ e o ' ' .
_ rel e T Sincerely yours,
~ ey Y
-4 iJames F. Kelly
. : \ .-iAssistant Secretary,.
) ' - \\”M:Comptroller
. ‘ P — _ o
Mr. Frederick K. Rabel .
- Assisltant Director
© - @ivil] Accounting and
. duditing Division
United States General Accounting Office
-Washington, D. C. 20548
- Attachment [1].
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