o co DEPARTMENT OF
HEALTH, EDUCATION, AND WELFARE

’ j@r;;eon General, PHS Ty o ERE AUG 14 1964

" Director, III _

'?cecl for Changes in Dma.rtment Patenu Policy to Permit Effective
Colla oration with ;nduatny

. The peneral problem
- vl . .

. As you know, the Department’s patent policy has been a coniroversizl
' subjeet Tor a number of years. DIr. Zndicott was so concerned aboud
S the area that he wrote to you on April 13, 1982, sugsesting a thoroush
-review., Oince thet tice owr preblems in the area have increzsed to
the point vipre it appecrs to be immerative that the Departient policy
_be subjected to & promwt review. lany of our most vressing problexs
.oceur at the point wiere ow sclentiiic investigsters feel thav it o
S essential to colloborate with o commercial orpenizotion in order to
U ecomplete their work. Az Ir. Bndicoti stated, drugp wenufoeturers ave
Juwawilling to develop druzs with limited marikets without some degree

. of patent protection. : : S

- Ag you linow, the NIEW Patent Remulstions pirovice for reporting of all
inventions gensrated in the performonce of & F1iS funced gsrant Lo you

‘v-for disposition. Offdeially, poragranh 5.2(p) or the regulations

pernits thie dlsposition of potent riphts to & grantee institution 1if

‘there is cvidence that this wiil resulid in Taster development of the
invention Jor public use. In practice, this 9"*~agraph hao not bzen
szls which hove been advanced

" used ia approximately five years and proposal
.- Zor. Departuant approvel lave invarisbly resulted in declsicas o keep
ctitle in all re'-::orted inventions with the Federal CGovernment.

The m*acrc'.,::_nu hasg LGtC”"L'iI“Gd that vien compounds are syatnesized by
" prantees with IUIH funds and the grontee's suggested therapeutic wiility
C s cunfivmed by an independent screensr, the resuliting iovention, as
“gbove, will be reported to you For dlsposition. Title to the inventicn,
a8 a.ove, accrucs Lo the GO(QI‘M‘”‘“nu wihaether the screenlng io done
gratmwu..ly or lor hJc. :

Iﬂ:ﬁ does under some circumstances, €.g. ,Z’UC , ald 4o in‘cramural and -~
extromural organic chemists in bringing o compound Which sugsests thors
apeu‘hic use to the point of corm\.rcial use Oj i‘inuncing the uevelo*nment

et an mm ke = e

P PP G T LA S B RO VORI




-y A\l !' .~ 'H‘ .
Vool T DEPARTMENT OF LhTT S
N ' HEALTH EDUCATION, AND WELFARE
| N e 2. '

I..J-

e
cneion

f - Of elinieal data needed to suppord an apmroved new drug appl
j"f* : (1.D.4). Pt ther, I 4o supportiny a number of investigatora who
§ . oo are developing elindcal data onr industry owned corpounds. These
oo deta ultimntely form a portion of the é&ata sceurmlated by industry
! in sopnorting theixr H.DJAM's. Dud in a ousher of situa ionz WIii's
S ability to aid {is intramural and extramwal orponic chemlsts is
limited to the Tunding of the actual synthesis of the compound,; and
providing or elding in obtaining uc“eens uegigucd to distinsuish
possible uselful Ifrom non-useful druza, end possibly a portion of
. %the elinical dota needled Tor an u-D-n- Zuk oa N.D.A. rcquires (l)
extensive elinical data along with (2) Yoxicity data end (3) any
. @ata cghowing advesce slde effects thot dovelop in the course of
-elinical use., Tnus, the NIH supported scientist who possesses o
compound with a sug:csted utilit j o with a utility confiroed Yy
‘an independent sercemner and would 1ilte to have it brouzhit Lo the
point of coumercial wse finda phuu vhe drug industry is best able
to nccurilate sll the dats necesooary Ior licensure of a new drug
- .because of orgenizaticnal strusture cnd continuing femiliarity
with variouws requirements essential Lo thelr obJectives. .

©Attitude of the drup indusiry T o
- But {the drug induatyy hos refused throu;h she Pharmoceubical Monu-
" facturer'ts Associatioﬁ-(;“A) and in some instances individually 4o

. eolleborate with our selentists in bringing their d&rugs o the point

of practicel cpplieation wilithout some ﬂuarantee of exclusive paovent
Jghts es cozpensotion feor and protection of-thelr possible invest-

"ment. Since an investnent ult lebLLJ rmay suount to between $200,000
end $400,000 for en H.D.A., PMA feels the regquested exclusivity is -

. needed because the ricks of ultimnte non-~morietabllity, duce to uncer-
© teinty as to wltimate safety ard elfectivenecss, comtinual obsolescence
¢ of drugs, as well ss the ever present coxpetlitive factors. Under
“oresent Deportnental policy, 1t iz clesr the above gutrantce cannot

- be given. As you con see, this giiuation results in a seriocus loss
7. - of dineemtive to dnvest in the pcrfection end marketing ol FHS supporied
Lindmvembtions. T L e e D

| 5 Ve have some of these cnueg ‘pending nov in both the Intramwral and
; extroamucal orens, ond Lt appears that positive resolution raj nou
result wi hout gome chan @ An ou; JOlLCfi L .
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“eosv, As an extamle of a opituation exmisting dnm cw intramural prosrom,
L "Dr. Sjocrdora of owr Heoxt Institute hos deviced a new tost for
. pheochronocytona Tased on pYessor rosponsivontss to tyronine. The
wse of tyromine In tecting for phoscelhrozoeytons has rasulied in no
norvldity oo is asseclated with the commonly us teost for this
Py eonddtion. This ftest ds certainly of medfesl inporiaonca bub eowdd . 0 L. Tt
‘not be considercd Linoncially dmportant <o a co::.arcia.. c*r'“*aization."_j Ll

Since this luvention ixvolves the treatmant of "'1‘(: h"*"n body, an IO
S ILDLJAL voudid havc o be ootaired tofore tihe inventlon could bea plecad '
4n the hzands of the public. ITIH has no pr *ozzram walch would provice
the o:»:icit,,r and c.d.nical vesting cata neceasary for such 8o HeDsse

, }v.e* ek Co'-m.ny, a le r in ths Iysertensioa fleld, has indlcated to
< Dre Sjoerdsma that "chey would Te willing o campils the necessary
. data for an W.D.A. but has rezcussted thot they be gronted & § yeaor
- - exelusive license in arder %o recoup theix imvestment. Fresently,
i the Buresu of Medicnl Services is dmvestipaving thelr capsbility in
‘ caccumulating the ciindeal data necessary for on e provca HeDoAs Zor
Dre Sjoerdsma's tests. IY 45 nob clecs at %l

t shis time vhether they MJ._.ll

. * i
o1 .- WP e

"Dc: able tofl,uoceea.

,‘ Tn the extrommal area we have o sizdler mroblcm with & De. Rose of
S KeGill University who hns found that Scehoring Cu....,.;ny, a d.ez:.J.e in
the £ield of aantihistamines, iz willing fo compile the nccessary
soxdeity end cliniecal dota For o dvug Sfuuu_ul"ed in pegrlcrmance ol
©.a PHS gront Jor use os an antibistamine. In returan for this service
 Schering osks for exclusive patont wights.. = .
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!o. . . Where e controctor has pn estovlished non-govermzontal ccoumercial

{00 position end vhere there ig & greeter 1iliclihond that the invention '

o would be worlked and pub Into public uce then would be the co )
oo invention vas made more freely evailable. I such rights zre .
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Deparbuent to sco that drug invonticns oayntlwaised &b its exmponce oo -
Tamaonan sl e e ] wa e I.sru P T SN S,

BEAS L C “o too Pl O e wallina nh....r...mM.M.nUUs.ﬂ.u.r i zr.uﬁ. N.e.‘rwu_n ZQins o HF
- dispozel, one of vhileh may be the proaatliang, wader propexy sufoguswrds, of
C v exelusive rigats 0 private dnduotsy fo an incentdve Jor Dwriacr

” © . developaant. L :

L

¥IE vecommeendation o ooy

I pergsonclly cu in favor of granting.shert periods {in welotlom o .
L. dhe ususl AT yeor patont mononoldy) of satest cmelusivity in a situation
. es dipcussed wbove, sinco compolindz wadel ooy scmg nronise in early
stozed o iagveoctlootion arg of no tonefis 9 thoe wunlie ond 4o a0t pexvo
. %he public intorest unlecs elindsal tosting for an elfcctive M.D.A. lo
L undertolen end tho rosulbing drug marbiobed.  Purihor, cinco the risks
~v of nitimate non-moziietebility of sush conmounds ave Very grest, it scams
. X o
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“wnder tha calepuords set forth cae Preoilont's momorsanliua.
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T would zoint out that, in licu o zransting such oxelusiva rigats, wo
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coilld enter Iuto contragis to dovelon NI iZnvenitions and poy tas full
e
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— T
‘eosy, ineluding & reascucble vrolit margin. It would secm obvious, )
‘however, thav it ds indindtoly wo tho Governmeant's clveniase o encourasa
oo dndustry o finance the cost and toie the risik tarcush the zraanting of .
- exelusive rizhts wnder the provisions of theiProsident’s momorandu:.
© s oo further thousat in regmed Lo thisc matier, I would lilke ¢o peinit oub
:. ohat, 85 the Depertuent patent policy otls ady, CUNIC .coculd ontor int
- & controot with o drusz monufaes:
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