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Hy name: is William E. Schuy“erF 33; ‘§or:ﬁare;than'éa
Yearsy I have been extensively invelvea in th patent p*cfééaicn'
in batn the public and private sectors. Dubing the pﬂriod 196&%
71, I served as the Ccmmissioner of Patents and énring that term
represented thn U.5. in n&g@tiutiﬁq the Patent 'cO -0p rntion
‘Treaty. I was appointed Ambassador 2nd Hea& of the U. 89.7'

Delegation to the 1981 session of thelﬁiplcmgtiq Conference for

1y

Ra?ision af the Paris Convention for the Protection of Iadustrial

roPnrhy.

I am appﬂaring toé &y at the reguest of a ccali*ion of e

many af our nation 8 leading remaarch based pharmaceutical
cgnﬁanlea wWio asned me to review H.R. 3605 and providb the _
|  Camm;ttee Qith ny views on the cont nﬁ hnd pra ct*c annlicatidn
| af thh b;ll in llght of my ezpa:iencn in patent p:osecuuion,
_-*;tia&tﬂon, international nngoti tion, and as a former
Commxssloneé of Patents. o
_At the outset, lst me maka thvee key ncinhs: |
o ﬂrovisiona cg thisz bill eqc@ax“gb prcmatu:e 1i“ig&tion by
tent owners in many situationa whnre substantive commercial

controversies will not later atﬁriuli“e.'

o By dnnqug extension to many patentg on worhhy iﬁvenuioqs. 3

the bill *n itsg presen form is & very resal d*sincmn*lve to

resaarch 1n tho;e Areas..

o 3By comD0111ng thn hzecutlvﬁ B&auch to d‘sclcsa trada

Secrets of . Se manafactu'ers o Tor@ian.cbu:etit rg, th indug-

t*y and our QCO”QﬂV will be advers l affected by & loss of jobks



<
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' and by an unfavorable change in the balance of trade. .
. patent Litiaation .

1 would first 11L° to £ocus on the provzsions of Tltle T
relaézﬁg to p=tent xnfrlngement and validmty iasuas. Prov;sion_  
1_15 made for an Abbrevxated New Drug applicant to nct;fy a'patent.ff
oWner that an alelc tion. has been %ubm;tted te obtain approval
ko engage in cammarcla? manufacturlng of a uabentmd d ug be&exﬁ :f
" the applicable patent exuirese For forty=five dkys after . such |
'notlce, the anpllcant is precluded F:om seehxng a declarato:y
judgment that the patent is invalid or not xﬁfrznged.. If the
'patent ownar'sueé thn'applicant foﬁ'patmnt'inftingbnentlﬁithin -
| the fo*twalvn day period, then apnroval of the AHDA will ba
dﬁlayed until the lltlgatlcn is decided, bub in nc even“ more
~~ than 18 months@ As the Comm;ttee is weTl hwhre, Lrial of con ﬁ e3 '.

'civil Sulth like patent suits, is almost never cowmleted within . :
18 months. An average pﬂndancy ot xcur years would be a b“tu&r )
 .estimateg'due pslmarlly to concastzcn in the COQ&uas R ..

| Becausge thm annl*cant may’ %erve such notlc& at the tlmegf
of first subm;ttlng an ANDA to. thﬂ Food and Drug ndnln~5trat*on,
aapllcan ili, at mlnlmal ex pense have the onnortnnlty to
serve the notxce W1th raspect to\*numerable d*n ,oducbs,
. Patent owners w111 1ik aly respond to v1ruually'evmfy hotide by‘f

£iling suxts for patent *nxriﬁqement -~ for a couple of

#q

gasonss Elrstg failure of the patent owner to_r spond may

support an estoppel or laches defense in subsequent litigation.



~ Second, the'eiahteen-month ﬁelay'iu approval ofntbe'infringing 
' product w111 afford short term protectlon to the patent owner.

| As a result, it is llnely that the courts wlll be inun-
.daﬁe&:with patent 1it Lgatlon of issues “that will not necessarily
- result in.éommarcial controversies,_ That will cnrtainly |
. complicate tha current congestion in the Fﬂderal Courts, and
‘cause even longer delays in civzl litlgation, _ ' |

-This bill is saving ganazﬁc manufactlirers a numbar of
Hyears and tens cﬁ millions of dolTaVs novw reguired tc obtain |
-~ .approval of a new drug application by permitulng them use of the‘
' gata genérated by the inhovator. Even a twe'jear delay of |
 aPPrQVal of ah ANDA froﬁ the submissioh 0f a completed ANDAF'as
propesed in an earlier draft'of the.bill, léaves the scéies-
.balancad hﬂaVlly in favor of the venerlc ma nufacturersc_'

To lmmlt the lltlgatlon t:lggered by this blll to those “
._SLtuatﬂons 1nVOIV1ng bona f1de commﬂrcia cothoversles, i |
suggest that the tlmlng of the notices to the patent owner ba '.
made c01nc1dent w1th flllng of a Pompleued ANDA.' At that po*nt

;thn 1nf:1nge: will have 1nvested bu&f1c1ently in h*s anylmcatxon
o shaw his true lntan- to reach *be ccmmerhxal ma.r'c.etr an@ the
.ﬁumbars of law suxts will be dram»t*cally reduced by weed;ng out . -
some.of the nOthwS of 1nval¢dlhy which bo'aef on the |
frivolousv ATSO, the ablbrary and unreallstlc e;ghteen month
period for lltlgatlcn should be ellmlnatea, with the Court ha¥ing
fdisc:eﬁion to make ef£°ct4ve the ANDA before final adjudfcatlon |
only if the patent owner fails to reagonably cooperate in

~expediting the action.



. 2'3;(:5{'5 Tn Pi"lﬂ'ﬁﬁ"? for E_‘,vtaneign' .

| le I1 evcludes varicus types o‘ patents from |
'ellg;blxty for restoratlon and places substant;al limltatxons on =

- the 1ength oﬁ restohat1on. Reportedly, the drafters of this

N 1eg1¢lat;on have chosen to ao this because they bﬂlieve certain

types of patents are amenable to menxaul xcn of patent lasuanae,'; 
-and thazefore exulratlon dates, and because thev belzeve Congress"'
has not xecelved data on significant regulatcry rev;ew delays on
“other than new‘chemical entity proaucts, - {See House Wnergy and
.Ccmmnrce Commlttee Report on H R 360“, page 30, ) The flrat
ratxonale has been addressed by nrov;sxcns in the blll that l‘mlt:: =
.the term cf an extendad patent to no more than 14 years afte: )
_zegulatory approval of the covered produc;.‘.ﬂqreover, there is a -
provision. that'lihits reStoﬁéble time to‘that.bccurinq after the |
patent'issuas but before regulatory anproval. In llght of & hese
' two very substantlax lﬂmltatlcns, the uatent eaclusxons set fo th
~in Sectloﬁ '156(a) are excessive and Lnnecessary. If “he second
 rat1ona1c 15 true, 1t is 1rrelevant because the bill does nct J
 .grant :eshcratlon ln tbe absence of rngulator -lay.g Hore
 1mportan“ly, any arbitrar y excluSﬂon o¢ patents eligible for
restoranlon may unwmttlngly skew reSearch to 1éés-than o§tiﬁa1_
therapies. T o o _.
oélusxon 4 procuces th° greateSu delatarloua_efFect by
- providing that a patent clalmlng a p;ocuc* (or a mﬂthcd of usi ngl

3

the proéuct)'may_be-extended only if£ the pro duct is not claimed



~and the product ana approved use are not 1dent1cally dlsclosea an'
'-deacribad in aqouher gatent hav;ng an eaxlier issuanc° date or |
hich was pfeV1ously extended.f‘ | | o
To apmrec;ate the mlsch19f generateﬁ by thls pzov1s;on;

one must have some unde:standlng of pharmacautxcal research and ;ﬁ
patent practlca.- .  _ | G _

_' Pharmaceutlcal remearcn i5 normally conductea on familxﬂs”
of cempeunds snar*ng sxmllar structural ﬁeatures ana (it is '
'hopeﬁ) Slmllar blolpglcal-charac;hristlcs. - The object‘is ta |
'studya suffi¢ient humbe: of.compoﬁnaa in tha-family_bo‘thaﬁ."'
enough commercial canaida£e§ wi1l appeﬁr tb'@révidexé‘likelihooé'iT
oﬁ genezat ng at least one commercial cowmound. | 'should notn-'
passing that the reseazch and develoument ex peﬁseé to bring one
commarCLal compaund from aiscovery to commercialization have been'
'_estlﬂated to be on the order or $70 -85 million dollara._' |
| . The prac;*cn 95 pharmacautlcal rasaaxch to concentrabe on -
famllles of conacunds leads 1nev1tably to the f;llng of natenh_"
.,applxcatlens on these faﬂllles 0f connounas which were o
dlscavezed, S*nce a patnnt anullcatlcn must ba filed at an ea:ly 
stage of teéearch_to:avo;d potential_loss of patmnh-rzghts, only
preliminary:scrééﬁs of the comncunds Qill have bean conducted.
_There is generallv no suggestlcn at tne tlma thm Dateﬁ*
appl1catlon ig filed as to whlch nemhers of ;he fqmlly (1F any}

wxll be conme rc*ally .;ucc:ms.afulo




in the normal course of eaanlning a pharmaceutlcal patenu':
aﬂmllcatxon, the Patent Offlce f:equent1y requires that the
claims 1n the apnllcatlon be div;ded into several applications
- for “subFamllxes ,'aep ending on the claSSLflcatlon_system 
employed by the Pateﬁt Office-and.on the Examinerga decision as
to the appropriate scope of protection for a ginglé L |
'égplication. The patent owher-must'thﬁn sélect one cf the |
| snb‘amilies for egaména lOn in the crlgxnallywzlled {® parunt“)
anpllcatlon and file addxtlonal aupllcahlons (called “divzslonal
apgl;cat;qns“) claiming each of the ouher promlalng subfqnilles
- of ébmpéuhds.' These divisicnal awplicutions would conbain the
ame dlsclosuze as thn parent apullcatwon but each would contaln ::
¢claims dlrectﬂd to a dlfferent sub:amxly.--The decision to dlvzde'
'hhe appllcatlon into a number of sub:amil;es ;s made solely.by ‘::'
N tne_Patent and Tradenarb'office,'_ _ B o | ._'  ‘ |
| | W;th thln as back roﬁnﬁ, it wili be apnarent'to'the |
Committee thab the laterﬂlsoucd d;v*s;onal apnlzcatlons woul& be
xecluded from extension by evcluszon ﬁumbnr 4 beﬂause of the
earlier—issued parent applxcatlon dls;losing the entire famlly_bf”
camﬁeunas and their inﬁendéd use. Sincé the patent 6wne£ 
-generaily'has'no idea at.the timesz filin'.th§'“d*visional
pplication® which member of the fami1y of com Dounds (i“ any) |
wili be.coﬂmerc;ally successiul, H< 15 unable to insure that the
commetci 1 comuounc is claimed in Lbe parent appllcaylon,-*_
'E 19510n 4 wou1d tnpreFore akbltrc rily éehy eﬁhensﬁon-to paténtsj 
coverzn hmproved proaucta merely becahsé an-ea'iier.issﬁed .

pate nt aDClOBea the p ‘hoduct,- It is unnecessury @nd should be_



elininated.

The commlttee should also anpzeclate that patents do not
‘_alwavs issue in the or&er in which they are £iled. Some
*apg;igathns encoun;er difficulties and problems in the Eateng
'_Dﬁﬁice} while.othéré are allowed guickly. By making the issue
date the oaerative 6ritezion§'this brovision of-the bili'ééuld"'
injuze a pa*tv whose earl*ernfiled patent issues later. For |

" exam mple, a research-based pharmaceutlcal ccmpanv ﬁlght dlscover a..
| famlly of com:ounas whlch appear, in nrellmlnary screens, to have
&tlllty for txeatment of certaxn forms of cancer.. If-thls_* |
company f;&es an apullcatlon dlrected to thesa ccmpounds, it is
_Qg:tuan to face a rlgorous ex aminat*ou by the P&t“ﬂt Office
:bécause¢OT tha general skepticism with regard to cancev
_t:eatmenﬁ.j Luntlnuﬁng along with the examnl suppose that cher 
resaarche:s at this company develop a new and pateﬁtable ?roéesé_

for preparing these compounds and that a second patent

[
o
§ooe

application is f'léd.claiming'the process. Because df the:-
 reguirements cf pateuh law that a patent apnllc tion”cléiﬁ a
ﬁéefﬁl ;nvention, the second patent application would'hecessarily
have to disclose thé'éompounds which‘a:e.madesﬁv thé ne#.§rdcess
and their therapegtic utility. I£ the second—fﬁlcd applic atién

issués first (as well it might), the f;rst-ﬁiled‘appllcation'f 

o

‘directed to th2 compounds would be-ldellglble For ex tbﬁS‘Oﬂ under

exclusion 4.




I. nterferences -

The Enlted States Patent System awards a patent to thn.
flrst ;nvantar, not necessarlly to the first person ‘to £i le an.
'applxqatlonq If two appllcatlons-are £iled claiming the same
iﬁventioh,ra:éOnteSt occuts (called an “intérference“)‘té  -

, _éetérmine priority of invention and thus cwne;ship'of'tne“
h_ﬁésulting patent. This contest can écgur not enly bétwéen'two'ar'”
more applications, but also between one or more applibétioﬁé'énd'
”an'issued patent . If in éuch-a‘situafibn the owner ef_thé'paﬁent
-applzcau1on were detn:mlned to have pzlor*ty over an issued
“patent; his zesult*ng patent would nave:uheless be barred f;om.'-
'.exten51on because  his invention had b enn claimed 1n an earlzerm
1ssued patent. As a resnlt of w1nn1ng th= 1nt°rference he 1oses-
his right to.an-evtenSLQna- This is but another example of thg'
'1n3ust1ce created by esclus;on 4o Xt Shoﬁ1d.be'eliminéted‘fo#'it."

'servas no useful PuaPQBEe
. Gepus/Soscies

 _ moféovérg aréertain type of.pétéht, kn0Qn.as é f$§ecies
patent® would-be'inélig*ble.for extension under exclusion 4 if‘
 th° O%ner alao owns a. genus“ patent | |
| T_Bﬂc use phabmaceutical xes#arch requlreﬂ a contin ual
e"nlorato:y and re&lninc nrocess alona parallel Dathwayg, new

“candidates For commerci talizatien arwp'not unccmmenly, chemlcal



“species. f£alling w1th1n a broad class (" genu “} of.chemical.
compounds claimed in a patent. . |
| Frequently,_the compounﬁ approve& by FDA is not even

8pec1£1cally mentloned in the erxglnal patentr but is identlfled
__onlg after years of addltlonal expensive research An early
| p:omlsxna compound may later be found to exhlbit a problem such e

_as an unqesxreble side effect,_gequlzing the inventor to ebandon L
it in favor of other “specles“ compounds falllng under the same |
 'genu5 patent.l Speczes patents can be obtained on later RS

| develepments that are not specificelly discloeea in the eriginel
genus patent if they_meet the statutory-requx:emegts of novelty,'“
znsefﬁlness, end'ﬁnobvieusness. Such paﬁents ate more imﬁortant
toaay than ever, because, with the advent of new dfug delivexy
| systems and the new blotechnclogies, substant;al new heelth care
&advances frequently occur many years fol*owlng the origieaT grant._
of the genus patento ﬁut? the exlstence.of a generlc_cla;m-mn 2
the earliss patent will preclude Extensioﬁ of the later_peﬁeet-to
'arédmmercially.viable “species.” | | ST B

Deﬁial of extension of-the.tetﬁ:of‘species yatehts acﬁs.-

as a research dlslncentlve and serves to curb and impalr f:'
'_scientlflc research in th = fzultiul area, denies the publlc the
benefit of Jimportant medlcal advances, and reduces 3obs 1n the
| research-based pharmaceutlcal 1ndustry.--r | “_
| | Because of its inherent fauvlts, X recomnend the removal

of ex clesion 4 from the blll

| Other Restraints on Extension
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"The'effecté of'eydlusions 2 ahd B.are well conéiaérea
.togéthez; Exclusxon 2 would deny extension to a patent WhLCh has
been prev;ously extended, whmle exclusxon 8 would deny eztension |
“to a patent claimwng another proauct (othe: than the one thh
~ respect to which eztensxon is now squght)-cx-methad of_using or
E.:n.r;um,:tfac:t:z..xr:incj another'product;'which prodﬁétﬂhas‘been previously
approved by the FDA. o | '__‘; s e o
| Bearlng in mind that the e tehaicn'bf a pdﬁén*'is 1imited'“
by the bill to the partlcular conpound and the use appreved, the
fact that a patent COVErs one compoqnd_whlch has al;eady been
.app:aved (and with regard to which the patent_ﬁay'ha§elbeen'.'

: extendeﬁ).shoﬁld not P56vent‘an exténsibn with respéct to‘aﬁ |
'addltlonal ‘compound clalmed.by that same patent. ?leése‘iet me
| emphas;za that I am not recommendlng S“Elal axtenSLQns, but
81wp1y the appllcable ex ten51on of the orlglnal te rm wlth regdra |
to a second compound clalmed by thc patent If the two pxaducts'_
under conszaeratlon were claimed by separate patents,-each patent
' would be el;glble for exten51on with resPect to the applicable
product and the appzoved use,' No Gifferent outcome should result
because the two products happen to be claimed in th“ same |
_patent. Exclusion 2 ‘should be daleted to rectlﬁy thxs inequity.

© Exclusion 8 is much the same, except that it would deny
'evtension to a'pétentzﬁith réépeét to a pértiﬁclar-pvoduct ﬁerely--
’bechuse it also claims a prevxeuslynapproved product (even though
the patent was not ex tended with reﬂpact to this. prev1ously~

‘approved PrOdUCH)o As an‘example of ‘the reach_o& this exclusion,
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it is easy to conceive of a patent covering a famlly of
compaunds, one of which lS rapldiy approved as (e.g.) a topical

antlfungalo_ Because of ﬁhe timely approval of thls antifungal

campouna, the patent 13 not eligible for extension with regaré to

that comgounde Included in the same family Qf compaunds,_
however, is a compound which is useful fcx treatment of & more
life~threatening disease; such as cance:._ ?he appxoval p:ecess

-for this compound, both 1n the cjlnlcal testlng and in the |

| xegistrat;on process,.cauld be lengthy indeed and it might be':
ﬁany years after the”iésuanée of the patent that thié'éancer“.

tzeatment ccmpeund is'anproved for cémmerdial salée"wc aeny‘

-
-

- exten51on to the patent with reapect to the cancer-treatment o -

compound because of the previous approval of the antlfungal :
~ compound would appear ungustn Por this reason, e“clusion 8 -

ghould be deleted,

Tt ‘appears that the criteria fov eztenaion are desigﬂed_ N

~to prevent supposed abu5ﬂs in the. Datent system by wh;ch patent

. owners might to e“tend their per;cd of evc1u5:v1ty. I

'.respectfully submlt, howeverg that any such abuses of the patent

prosecutlon process are auequately aadresseﬁ by ﬁhe provzsxons 0&

“the blll llmxtlng the maximum extension of’ fx?e years; and

. 1imiting Any'extended‘patent life to 14 years'from:thé date of
.regulatory app:oval, Rlleged abuses of the patent prcsecutxon
process cannot result in prolonqing a patent beyond the term of

14 years axter the date of regulatory approva1,

D:scTosurp of Proprietary Data
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: Allow me to focus a momﬂnt on sect;on 104, Wthh would
hurt Amerlcan companies trying to compete overseas by forcing
disclosure:of_conf;dentlgl data,-including trade sgcrets. _It
'Lgivea unfaix_édvantagé to foreign companies séeking.healtﬁ |
 registrationé in their own countries.  Host fofeigh countriea "_
give pzeference to their own natienals, mak;ng it eas;er for them
to obtaln amproval to market drug products, At present, a number
of countr1ES do not even recognlze drug p:oduct patents.‘ Of
these, more than half requlre submisslion of a substantial amount
- of techn;cal information to obtain drug marketlng approvals; and
Ethe number is increaszngo“ These countries account for some $ 585 
'million'dollars of'tbtal*pﬁarméceutical exporté,f#om the.t_];.s° '_
 The ﬁoint is that if confidential data ére'disclbsed to thé’f '
"pub7ic, we make 1t much- ea51er for fureign companles to usa'those'
data to obtain apnroval and a head start in their countries"

- The bill strzkes £Wo blows aqaxnst American ccmpanie
~ Pirst, it deprives Amarican commaniea of trade secrets obtainea
.at great cost toften measured in tens of ‘millions of dollars)e |
Second, it deprives American companies of the ability to make _ "
first use of these costly data to obtain approval overseas, =
thereby huztlng their ability to compete effectlvel§ 1n‘those\ .
foreign ﬁafkets}.with adverse side_efﬁecté'on'the balance Qf'
" trade and aomestic'employment.. Tdiéﬁoiﬁ thisldisaster; I believe:_.
it is essential.thatffhis valuable'propiiétary-data be protécted.

' .Cmr;lnﬁ_;m
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| For reasons stated, I recommend xemov T of excluSLQns 23
_'4 and 8 from the blll,_ While the revzslons I have suggested wxll

'resolee some basmc problems, there are many ‘additional technical

- po;nts reauirlng careful attention,‘ Alsop I should pelnt out

that there are serzoue constitutional questions raised in the

elbill, one belng the legislative overrullng of the Roche V. Bo1ar |

dec;s*on as to patente 1ssued prier to the effective date of the
legislatlon. These questlons also deserve careful attentlon in

order to avoid future successful legal attach on the 1egislatien.



