“ne,fby tke Nattonal Instztutes of HeaZth9

- ‘QUESTIONS AND ANSWERS REGARDING THE ACCELERA’I‘ED PROCESSI\IG
OF RECOMBINANT DNA INVENTIONS, INCLUDING THOSE WHICH o
CONTRIBUTE TO THE SAFETY OF RESEARCH IN ‘I'HIS FIELD EE

L ‘Is. it true that the Gommeree Department recently_.
“"emempted" private researchers from their obligation

" to comply with the "Recombinant DNA . Gutdelznes".tssued };_ﬁ. L

No, 1t is not true. The Department of Commerce has

.“' -no authority, -and it certainly has no desire, to’ excuse’
" members of the public from any obligation they might '_7f -
“have to comply with regulations issued by" another Government

agericy. . The fact of the matter is that the NIH guldellnes"ﬁ_

'f;have no . legal effect upon . private sector research in the

T8 What exathy ig the Department of Commere orderi’

- United States, nor do. they have any eéxtraterritorial’
" ‘application. The only- parties who are required to follow

__ﬁ'the NIH guidelined are those whom the -Federal Governmenty .._j;;g‘

Hto conduct recomblnant DNA research.&ﬂ,.,~._ﬁ”}j

‘whieh has mistakenly been interpreted as having "exemPted" A

© i private-sector researchers from a legal obligation to
o aomply with the NIR: gutdeltnes._ _rjrrrﬁ_:_.“”ﬁ e

K The full text of the. Department s announcement
--j~accelerat1ng the processing of recombinant DNA patent
;“;appllcatlons filed with the U.S. Patent and Trademark
;r‘Offlce 1s reprlnted on. the next page.“ B




» comnina.nt‘. DNA"Y.

reésearch appears to have eftraordinaly

. potential. bepefit - for manking. IS has: 7§
- been stggested, ‘for example, that re-
. search in this field might lead to waysof '} 0
“eontrolling or treating cancer aud hes 3
reditary defects. The {echuology also-has’

- ‘possible applications in agrieulture and -
industry. It has been likened in impor- [ -
tance to the discovery of nucleéar fission- f .

- and fusion. At the same time concern has. |

* been expressed over the safety of this' | -~

- type of research.The Kational Instittites |~

" of Health (NTH) has released .guidé-’

Jines for the conduct of reseayely con~

cerning recombinant; DNA, “Guidélines -
for Research . Inyolving. . Recombinant
" DNA. Molecules,” published in the Fro-

| ERAL REGISTER -Of July 7, 19776, 41 F.R.
- 27902-27943. NIH is’ sponsoring experi-

mental work to identify possible hazards } - :

and safety practices and procedures; -
¥ view of the exceptional importance

* of vécomhinant DNA and the desirability. }.. ...

_.of prompt disclosure of developments in

. . thefield, the Assistant Secretary of Com--
merce for Sejence and Techhology has

" requested ihat the Patent and Trade-

.- mark Office acgord “special”- status to-
- patent epplications involving recombi-- . . .
" nant DNA, Upon appropriate request, the . ) - - ¢

“reseaveh: has been conducted mwlvmg;.-
‘recombinant . deom*ibonuclexc acid ('re- -
Recombinant DNA

ribute to safety of research inthe field.

-Heqlests for gpecial status- should’ be |-
o Wwritten; should identify the apphea,tinn o
by serial number and fliag date, and } - o0
*_should ‘be’ atcompanied by:. aﬂidawts or ¥ -

declarations under 37 ¢FR 1.102 by the

applicant, attorney or agent explnibing
‘thie velationship 'of the invention to ré-

_. _combinant DINA resedrch. Requests also |
. must include o statement. that the NIH

'guidelines’ cited above or as amended in

.~ the future-are beiiig followed in aty ex-
‘perimentation in this field, except that

' manner as requests to make applications |. -
./ special that relate io energy orenviron- § -
- mental ‘quality. ‘See Manual of Patent T

_,Etamin.‘.ngProcedure 708. t}2 s

‘7 Dated: Janua.ry'? 1977,

| the statemént may Melude an explana- | °
- tion. of any deviations considered esgen- |-
tial to a.vcid disclosure of propriefaryin- -} - . .
‘Iormatxon or loss of patent rights. The }..° -

requests will be handled in. the same :

N ol MARSHAI.L Damr,
C’omm;sszoner of Patenis .-

) ,Apprmed .Ianuary 10, 1977

' BETSY ANCKER<JOHNSON,

- Assistant Secretary for
.- Science and Technology.
[FR Doc.77-1155 Filed 1-13-77;8:45 am] .
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fice W1l ‘make spaclal patent applicas [ -
-ifohs for inventions relating 1o récom-|. = -
‘binant DNZ, . Including those: thaticon--|

Jand Trademarks._' _ L




'-hproce531ng under the new order, ~These are (l) 1nvent10ns

B _‘What types af patent appchatzons are eZzgzbZe for ff
'ijthzs‘”speczal" pracesszng9 I e k) ﬁ.‘

“Two types of lnventlons are'ellglble for accelerated

"ifwhlch lnvolve recomblnant DNA ztself, and. (2) 1nventlons

" which will promote safety in the conduct o recomblnant
',VDNA experlmentatlon.ﬁaﬁﬁ,.. :

. h,lrst he must request 1t. Secenﬁ,'lf he ‘is actively-
conductlng recombinant DNA research, he must certify’that

%fi‘he ig -in compllance with all portions of the NIH guidelines

-Ef‘coverlng research in this field, save those which by thelr R
7 'nature would’ result 1n the loss of proprletary or patent o
L rlghts._,hzlwﬁ : R ALy S

o re ”speezal" patent applzcatzons subgected”td the _
.. Eame rzgorous examtnatzon accorded to’ other 'atent appZtca—”"
,,tzans? ' Lode e S ; SEE S
i ,'es.- The actual examlnatlons procedures are"u_
,3“1dentlcal- only the waiting time prior toiinitial -
’*eeexamlnatlon and between offlce actlons 1s ellmlnated
ow much tzme ;s saved by spectal"  raaess¢ng?

he perlodmof-txme between recelpt-of a-patent

B eappllcatlon and ‘final -action  thereon may be shortenedt&t
- by as‘much as six months." In other words, .the patent -

]fcontalnlng the invention disclosure can be publlshed 51x
“L”months earller than lS usually the case. e

P “other types af patent appltcatz s (1. ey
not related to recombtnant DNA) whzch ar 'Zzgzble for

"”&"speczal" processwng7

S Yes, Certaln types of "energy“ 1nvent10ns and
'{"env1ronmental" inventions have been ellglble for-
"special® proce351ng ‘for some time. In ‘addition,. any

.+ inventor over 31xty-f1ve or in ill health qualifies for '
- ."special" proce531ng, regardless of the nature of his . .
-,ﬂlnventlon.;~-~ i : ‘ R ; e




:;gf,applmcatlon of these dlscoverres 1sfr t;matély_assocmatéd
“ﬂ Wlth|the preservatlon of* uman,Tlfe;rnd;health b

,;'17~year'patent term beglns to run earller,ﬁhaﬁ 1t Otherw1se';.w_
- would. This.is sometlmes, bur'not always, Percelved as o
-u”arde51rable result from ‘the-

,of a patent 18 untversally conszdered o ‘be.: deszrable }
o from a publie interest, standpoznt why not permit all .

.. tnventors to. accelerate ‘the processing ‘of their rvecombinant . - .1
- DNA inventions, if they so deotre,_wﬁthout regard to. the LI
3'_questzon of.compltance wzth the NIH gutde'znes? iy el

o As mentloned earller, accelerated proce531ng ls :
'~_somet1mes, but not’ always, perceived: as advantageous by _
~ the inventor., -If the inventor ‘perceives. no’ advantage in.
' accelerated processing, he will not -ask for it. To the. - - i
extent that "special® ‘processing is percelved as a valuable'~f;¥[ft"
.benefit by.the inventor,: the Department is in a position - '
. to bargain for additional valuable conSLderatlon ‘on behalf
0of the publlc. -That con51deratlon, the Department de01ded,?
. -should be .in the ‘nature of compliance with the: containment
" 'precautions and other substantlve elements offthe NIH :
-f_guldellnesr - : ‘

_ The Department could, of wourse, accelerate all DNA
'_related applications without. regard to the wishes of the
- particular inventor concerned. - If it did thls, however, Lo
it would lose its "bargaining” 9051t10n-1 it . could not there- -
after trade expedited processing for substantlal compliance .
with the NIH guidelines. Furthermoré,.if expedited process“]_77
ing were automatic, -inventors who consider themselves . . ... . -
- disadvantaged by . thls treatment could. 31mply delay the Qf%g-*“Wf
";_subm135lon of thelr appllcatlons. S e e




10, Daéé'the Department's offer to accelerate the pracesszng o
of ‘recombinant DA patent applecatzons appZy to fbrezgn R R
enventors9.l S S T ' R F S i

, Yes.- The offer is’ extended to all 1nventors, whether o
'domestlc or forelgn, who seek a U. S._patent. It encourages' L
‘all researchers throughout the world to adopt- the contain- - '
- ment’ precautlons and other ‘substantive elements of the NIH
¢ guidelines.  The earlier disclosure of discoveries in this = -
oo field beneflts not only the U.g. publlc but the entlre -
‘*;fworld U ISR A P BRI T

.1‘f11-; Does tke U. S Patent and frademark Offtcefrecezve a
f7381gnzfzcant number of patent appZﬁaattons from forezgn
_g;;znventor39 L ey ‘ S s L i :

we Yes., Forelgn 1nventors are respon51ble for more than .
',ae-_half of the hlgh-technology patent appllcatlons flled f'
'*uqln the U s Patent and Trademark Offlce. : : o

'“12. kIf a prtvate sector research znstztutzon does not
S aacept Government funding for recombinant DNA research, L
“ . can the Government presently requzre eomplzance wzth the.f""
',n.'?NIH guzdelznes?_¢’~~. _ s : ROy

L There is no ex1st1ng statutory authorlty by Whlch the
Government can require such institutions to comply with the - .~
' NIH guidelinés. However, by authorizing the accelerated .-~ . =~ -
cprocessing of recombinant DNA patent applications, the . .
- 'Government can require in return that such applicants '~ - ..
- certify their:compliance. w1th the NIH guldellnes, elther' ST
~in whole or in Part.ﬁvw,y S TR e S R

. lZ;13.ftWhy d%d you not ask for 200 percent eomplzance wmthfff”‘°w€
" the NIH guzdelznes as a precondztzon for accelerated" i
*-processeng9 S ; PR . B

_ There are two reasons.a From the 1nventor S p01nt of -
"tV1ew the disincentives attached to such a precondition
“{i.e., the loss of all foreign patent rights and the .~ =
- placing in jeopardy of all domestic patént rights)- would;t_
- greatly outweigh any benefits he could expect to receive S
- from accelerated processing. In the face of such a - '~ .~
© precondition, virtually all inventors would choose to -
~forego "special™ processing. As a result, the public R
.- would get neither early dlSClO sure nor substantlal compllance
'nw1th the guxdellnes. ; : : . R .




o eccnd, a’ demanc for full‘ccmpllance w1th the guldewf“f__

lines by researchers in the private sector could be .counter- - e

'productlve,; If an lnventor were to comply with: the . guldellnes[' .
in every ‘particular,’ he wculd be’ cbllged tc complete hlS L g

1nvestlgatlon wrth'_ one year if he wishe to. preserve .

- U.S. patent. N the dlsclosure“mad‘“"o the.Government
prlor to. the commen _ent,of his experrmentatrcn.r Such &
frequlrement could concelvably lead to an unneces ary and
undesrrable accelerat‘“h of h, 'research schedﬁle R

'714;.w Why do the guzdeltnes requtre researchers to forfezt-“
- ‘patent rtgkts as a preeondttton for enterzng upon'-
Tjrecombtnant DNA research - - -

L The guldellnes do riot do ths dlrectly. As orlglnally
- drafted, they were intended to apply only to- Government—“
‘funded: research. The dlfflcuLty lies in the fact that -
disclosures. made to the Government by private. researchers
are not adequately protected by present law agalnst S
- further release to other competitive researchers and to =
the public at.large. . Such. further dlsclosures are legally .

akin. to_"publlcatlon," and publication is an absolute -~

bar to the filing of patent applications in most foreign .. -
‘ countries, . In the United States, the patent applrcatlon must }p*f?

";j' be flled Wlthln one year of publlcatlcn.ﬁgﬁ-.

.15. Can an tnventor obtazn a U S patent on a recombtnant
DNA organtsme‘&,ﬂ“: : = T B R e SRR

: No.: Wlth the exceptlon oE certaln asexually reproduced
.plants, living. organlsms (whether recombinant or otherwxse)

. -are not patentable inh the U.S. A case challenging the -

Department S - refusal to igsue a patent on a: recomblnant

. microorganism is now pending in the courts.: Great Brltaln'-‘fzu o

“has already 1ssued a patent on thls mlcroorganlsm.

18. If no U S, patent ‘ean issue on a Pecombznant DNA e
organzsm,_what are the recombinant DNA wnventtons whzch L
are eZzgthe far accelerated processzng? B T

Such an 1nvent10n could concelvably encompass the ,*: e
production by a recomblnant mLcroorganlsm of-a new {-~? St
- antibiotic which was useful in the treatment of disease. . -

. A patent might then issue on the method of production, =
.or on the antibiotic 1tself, or both, but not on the
'precomblnant organlsm.; s o - :




'?L“States9

"ﬁzthe patent grant is the. rlght to exclude others from .-

‘kfﬁhappens that the inventor himself cannot lawfully - o *

'Li;commerCLallze his: 1nventlon in the United States because -
;jﬂthere ‘exists some:law or regulatlon which bars the sale
. . or.use of the patented article or process. . For example, =
" patents are generally issued on new drugs long before the -

”f3$ﬂg patent raghts?-g_::

"?} amel1orate this problem somewhat, there is little hope that,giffii],}
“the entire world would follow ocur: example: ~Furthermore, -~ =« i

';.19."*,

. mandated by the present NIiH guidelines, whlle preserVLng ” Lﬂ“f*"'“

.5'1? Wﬁenxthe U, SL Government grants a. patent to “an znventorf'””
does it not thereby ‘eongent, either expressly or: %mplzedly, v
“to his commerctalzaatton of that tnventton zn the Unzted

'It does not The rlght conferred upon an 1nventor by ﬂﬂx

~practicing the invention in question., ' It not lnfrequently

:TJFooa and . Drug Admlnlstratlon llcenses the sale of such 5?@*"'
-Q}ltems. Q;a R R B ‘ S e

*;18.a ‘Can't ve change the U 5. patent Zaws 80 as’ to perm%t fﬁfl
ai100 percent eompliance wzth the guzdel@nes wtthout destroy-ff;

_Whlle ‘a. change in U S.ﬂpatent laws could concelvably

'5_the inventor would still lose those proprletary rlghts
Whlch he was not 1ntend1ng to patent. - L

Is there some easy way araund thts tmpasae?

L Yes. A dlfferent set of gu1dellnes could be 1ssued Y
‘for the conduct of privately-funded research. ‘These
k guldellnes could provide for the same type of dlsclosure

fthese dlsclosures from "publlcatlon.".,-,







