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_ Jﬂr; Chalrman and Membersof the COmmlttee;H:“:":'
.. o In 0ctober of 1940 a pollceman was admlttea lnto_‘ ”?

.s'the Radcllffe Inflrmaryf Oxford°; Early in Septemberfdii;j
-the constable had notlced a smali sore at the corner'of_a

‘his mouth and by October 12th he was obllged to go Iw: :

:..:lnto the hOSpltal Sufferlng from generallzed blood ?;j;ﬁ

:_:feyes, they gave him a blood transfusmon, but he grew'?rfd

"7_ 'myrlads of germs that were kllllng hlm._ All that medlcal

p01son1ng, caused by a mlxed infection of Staphylococcus{f

,~aureus and Streptococcus PYOgeHeS.:_?:?*

‘The phy5101ans treated him for a week w1th sulphapyrldlne fai?f

l_”untll he developed a rash arlslng from the drug, but hlS
l;condltlon dld not 1mprove.. They operated on" the abscesses o
e to let out the pus in the hope that thls would turn the'h

_'rscale, but thelr hopes were valn._ They operated on hls

steadlly worse and 1ost more and more welght.u The 1nfectlon

spread to hls 1ungs._ He was a dylng man, coughlng up

‘-'501ence could do,'all that care and’ attentlon and expert o

‘nur31ng could do, was done for hlm, w1thout avall.sa‘




i

'Vall the pen1c1111n in exlstence. He Would now become

"f,the flrst human subject.

hh}the year 1929, It is June, just four months before the o
':r_fstockmarket crash. In Great Brltaln a publlcatlon knownfe
“:;as the Journal of Exgerlmental Pathology lS belng readledz.
-fhhfor dlstrlbutlon to a modest subscrlptlon llst.J One of :
"'.the artlcles in thls edltlon has been authored by

”':Alexander Flemlng.r HlS subject. penlclllln._g;hfflf

"'of this'article;” Note that T am here addre351ng the7“”"”
'effects of publlcatlon, rather than the effects of

‘effECt of publlcatlon w111 be to alert the SC1ent1f1c ﬂt;?t
j-COmmunlty to a serles of rmportant breakthroughs, thereby e
“'henabllng scmentlsts throughout the world to ex9101t the ,iy"i

7advances whlch have occurred. e

'"r_any assertlon of patent rlghts by Dr. Flemlng 1n Great f'f’
o Brltaln, as well as in most 1ndustr1allzed countrles of hﬁ-

'”f"the world In ‘the United States 1t will begln the runnlng .

Upon thls hopeless case 1t was decrded to expend

1/.ffﬂ‘ﬁ”":w e

Before contlnulng w1th thls story I should llke toii

a',dlrect your attentlon stlll farther backward ln tlme to se?

At least threeneffects will flow from the publlcatlon

The flrst, most obvxous, and, 1ndeed, the 1ntended ffﬁ

A second effect of publlcatlon w1ll be to forecloseif

"1/This account of the flrst human subject to receive pen1C1111nf°":

is adapted from Miracle Drug, the History of Penicillin, by ..~ '
~ David Masters, published by Eyre & Spottis_Woode,_London'(1946);;5




FairFae it othok o kAt

'r’fof.a one—&earlperlod ulthln whmch.a oatentraopllcatlon
':_amlght be flled, and in. Canada a two-year perlod Dr. Flemlng
'u;could avord the 1oss of patent rlghts 1n Great Brltaln by g
";flllng a patent appllcatlon 1mmed1ately,.l e,, prlor to .
”publlcatlon. He chooses not to do 80, preferrlng 1nsteadlr
Ih?to make a glft to humanlty of hlS fundamental dlscoverles;h

thIt lS a de01slon he w111 come to look upon w1th regret —-?

"lndeflnltely the 1nvestment of prlvate rlsk capltal ln the

: *-commerClal development of penlclllln.l Henceforward the hﬁ
__”unrver51ty, governmental and phllanthroplc sources.rr%t
-f.suhject

f'constable s case admlnlstered 200 mg. of penlclllln 1nto

:fa vein so that 1t mlght enter the blood stream and c1rculateﬁ
'"janother 100 mg..
N was ama21ng._ The wounds on the patlent s head ceased

h.was every evrdence that the constable had taken a turnifff

2/

The thlrd effect of publlcatlon w111 be to forestall

:;funds necessary for this effort must be sought from ffﬁ;ff

Let us return nOW'tO the story of our flrst human :

On February 12, 1941, the physrc1an 1n charge of thef

fitall over the body.f Then every three hours they 1njected et

By the end of twenty—four hours the transformatlon',

to dlscharge, even the rlght eye ceased to run. There_f;.

S EEBE“EE., New York (1967)

2/The Law of Chemicall Metailurgical;"and'Pharmaceuticai“f:
Patents, Howard I. Forman, Editor, Publlshed by Central




"”htowards”recoteryolIOn the second day he recelved anEthGnS
hhevery four hours of 100 mg..of penlClllln.~ on the'fhffifVI
.'thlrd day he was glven a blood transfusron and pGRIClllln.v
rhtlwas admlnlstered every two hours through the same drlp :

"Htube,'a total of one gram belng glven durlng the twenty~:¥

- four hours. ﬂ?}'

'f By now they were gettlng woefully short of pen1c1llln.

'foSome of the drug, however, was excreted in the urlne Whlch

ﬂf;was treated to recover the pen1c1111n 1t contalned.' Thls fi

Rhiipen1c1llln was quite unchanged by ite passage through ‘the
'Hibody, no chemlcal reactlon had - occurred in lt, it was as_t
fractlve as the orlglnal dose. The recovered penlclllln'ii;
fowas used a second time on February lSth.-E;ff?;‘ S
| It ‘was now falrly plaln that suff1c1ent pen1c1llln f}“?
'_}would probably save the constable s 11fe, lt was equally”l
':tiplaln that in a few hours all the pen1c1llln Would be ?htﬁ
H;used up.: It was a traglc p051t10n.. In flve days they had
'”:aglven the patlent nearly 4 1/2 grams of pEHLClllln.d The

.:patlent felt better, he was gettlng better, hls fever"v”h

i was gone, ‘the sores were heallng.r The deadly germs were {fg”

fe;belng vanqulshed.:'?uf

Unhapplly he could not malntaln the 1mprovement w1thout

"the pen1c1111n. For about 10 days he held the balance, then

- the germs began to get ‘the’ upper hand and on March 15th
.'f-he dled. R Lo )




- publlcatlon. And all the pen1c1llln that the world had
hj:produced in thls tlme was gonea Seven of the eleven years,
" had been utterly wasted Absent that delayF our traglc
:iconstable would not have been the flrst human subject, je‘

',f but the xth mllllonth and he and they would have llved.s-

‘,_of Great Brltaln wexre dlscouraged from enterlng upon the jf
' productlon of penlclllln,'even after 1ts therapeutlc g
"feffects ‘were conflrmed, because of- thelr fears of chemlcal

,;sYnthe31s._ Consader thls explanatlon, ff

~a gross understatement.'“

e i g it et A e b i 0 8 0 B e it 1L A B et Lt e B S st

More than eleven years had now passed sxnce Flemlng s:3

It is truly lronlc that the great chemlcal houses

5

'CTT“Chemlsts who studled the technlque and saw how :
~far Chain and Abraham had succeeded were likely to

" believe that penicillin would soon be obtained in ;q;rgi‘F"’"

i{_a;pure form, and it would not be long before its
.. - exact-chemical constitution was determined and it =
'5_could be made synthetlcally in the 1aboratory.__hw*~3*

;“There was the rlsk. They mlght spend an immense -
- fortune on plant to obtain penicillin from the

 would in the natural way and directly their aPParatushfﬁ;f%

“ - was complete they might be faced with the fact that
- penicillin had been synthesized. At one stroke all
' their money might be lost, the plant on which they -

_had spent a fortune might be obsolete, and they -
might be able to make penicillin from certain . R
.- chemicals in the laboratory at a tenth of the cost -~ i’

.. of growing the mould. The mere possibility of belng

© - able to make penicillin synthetlcally was bound
. 'to have a hampering effect." §/ _ :

"3*In typlcal Brltlsh fashlon " Berln effect"i;

o §._/Maste'.x.‘s,._op_cit.".'pp. 104_105_'..-._ AERE SRR




J'fjplt when ‘they need 1t

L_hrlndustry), there 1s an 1dent1f1ed llkellhood that transfer %.

There were perhaps several dozen 1nd1v1duals 1n the f

?Hhave underwrltten the rlsks of the Brltlsh chemlcal

pihouses. Had Flemlng patented hlS dlSCOVerleS and obtalnedj
'product clalms on penlClllln he could have glven equally .
Iupersua51ve assurances to manufacturers,:w1thout rlsklng
'rh'a Shllllng.: But that opportunlty had long ago been fAN”\%

”tforfelted

What 1essOns can we abstract from hrstory and apply

':afgto the problems before us today”TTﬁ:fuif"';”"”
h_' One lesson we must 1earn from thlS experleuce rsi;if
;h_that the exrstence of a protected property 1nterest exertsﬁ

:ta powerful 1nfluence in determlnlng whether a major healthj:

. 1nnovatlon w1ll or w111 not be avallable to those who need?f

ThlS 1esson was: drawn for us agaln in 1968 by the
L General Accountlng Offlce s report entltled “Problem Areas

'rAffectlng Usefulness of Results of Government-Sponsored

‘{_Research in Med1c1na1 Chemlstry" (GAO Report #B 164031 2)
:Thls report 1nd1cates that from 1962 1968 the drug—relatedit
leads generated by NIH research had v1rtually no lmpact
" on commerc1a1 development.' The pornt so forcefully made 139
”_51mply thlS:. where commerelallzatron nece551tates the s

';flnvestment of substantlal rlsk capltal (as 1n the drug |

'WLll not occur unless the entrepreneur is offered some :

o property protectlon 1n the 1nnovatlon offered for development.:a




'f:'of June 30, 1976, entltled "Dlsclosure of Research

'i-{7jInformatlon," the Presrdent‘s Blomedlcal Research Panel

' Last year the attentron of your parent commlttee wasf
'“ifdlrected to yet another hazard threatenlng the dellvery of

'@fhealth~care 1nnovatlons to the publlo.ﬂ In 1ts report 5

"expressed 1ts ‘concerns as follows--ﬁ_q_;,‘~

1="The Panel is serlously concerned that the'
" unpredictability of government” proteotlon for
.. ~intellectual property rights, owing to the =
- uncontrolled and unconditioned disclosure of .
. research information under current court
-+ interpretation of the Freedom of Information . oo
.Act, is likely, in the Panel's view, to stifle = -~ =
1]1ndustry interest in developing potentially . .

.. important research innovations. Without T R
S industry involvement, the transfer of research - .
. findings to clinical practice will be impeded. = =

.. In the judgment of the Panel, there are strong . -
. . reasons to conclude that the interface between -~ o -7
- research and health care dellvery, an area of L

. vital national interest, is likely to be 1mpa1red R

- unless adequate protection is provided for - .

. intellectual property rights of biomedical and -

‘- behavioral researchers whose research 1s conducted

_;w1th federal flnanc1al support."_;ﬂ S T 4

ﬁd“The problem rdentlfled by the Blomedlcal Research f_
”thPanel is not conflned solely to "blomedlcal and behavloral“?
;'research.: It extends to v1rtua11y all Federallyufunded L
;d;research. My concern today is that your commlttee may
':nflnadvertently compound thlS dlfflculty by extendlng 1tfff 
for the first time to the prlvate sector._;i;i[}’4 ‘ i
.:. I am not unaware of the controversy or the fears.ﬁdf
nAiassocmated w1th the advent of recomblnant-DNA technology._ﬁ

: Nelther am I unaware of the hopes. While most sclentlsts




"rrw1th whom I have spoken have been decldedly more hopeful

:'wfpossess the competence in mloroblology Whlch would enable B

NV];"Wlthln the Admlnlstratlon who are worklng on thlS 1ssue ft

- ;;'_safety procedures should be.~-7vf

: Q"We can ensure the reallzatlon of publlc bEHEfltS-_ We ;

.pfearful all of them agree on the 1mpossrb111ty of prov1ng.
'wthat there exrsts no hazard whatsoever.. We must beg1n,3”I;
r?therefore, by assumlng the exrstence of some hazard, ;
'however 1arge or however small The 1mportant questron.f?

';sls how large or how small I recognlze that I do not

'me to assrst your commlttee in- answerlng thls questlon.];_

'thccordlngly, I Wlll not attempt to do so. There are others

Tjand T am sure they will cooperate fully w1th your commrttee.”_
Ih Let me therefore address the next¥questlon wrth whlch g
.h;you must deal ThlS questlon presumes that you have already
Ihassessed rlsks, have percelved a clear need for safety ;: i

' ;procedures, and have satlsfled yourselves as’ to what those

: The questlon 1s thlS.. leen the‘fact.that some
V:reSLdual rlsk must remaln (slnce 1t lS 1mpossrb1e to"
'jleglslate away all rlsk), how can you be assurea that i
ir:the publlc beneflts whose antlcrpatlon has led you to }_
”Iendure thlS rlsk w1ll themselves be reallzed’ | et

In my judgment there are only two ways by whlch

s must elther preserve proprletary rlghts 1n the 1nnovatlons

ﬁ'.Wthh flow from the research or we must 1n51st that the.?f




ﬂ”~f:G0vernment 1tself un&ertake to do what prlvate 1n&ustry

 5}“we ought serlously to con51der the 1lloglc of our taklng

"ﬁfﬂfany rlsk 1n the flrst place.:gﬁ;T*'

{now does - brlng these 1nnovatlons all the way to the    ?]

J-marketplacen,ff?f}ff;f?

'"Tf;iUnleSS we are prepared to do the one or the other;5_ 




