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for everyone else to be critical." Says Healy: 
"We are all in the same dilemma," adding 
that N I H  is also talking informally with the 
French and Japanese. Once the national poli- 
cies are sorted out, Healy, Rees, and others 
hope t o  engage in formal talks. Rees is push- 
ing for an international agreement not to 
patent these gene fragments, but he doesn't 
see Healy clamoring for the same. "I don't 
think an agreement not t o  patent is out of the 
question for NIH," he says cautiously. "But 
I doubt whether it is the preferred course of  
action." Until a decision is made, academic 
and industry researchers will be left with 
uncertainty over what in fact is patentable- 
and the knowledge that within the next 6 
months o r  so, N I H  will file yet another 
patent application on  several thousand more 
gene fragments. LESLIE ROBERTS 

to a substantial share of  the human genes. "It 
is offensive," says Berg. T o  patent attorney 
Thomas Kiley, former general counsel at 
Genentech, Venter's strategy is the latest 
manifestation of  an already unhealthy trend 
toward "insubstantial" patents based o n  "the 
means of  making the discovery rather than on  
the discovery itself. [Venter's] tags," he says, 
"leave the hard work of  deciphering the gene 
to someone else." 

Not surprisingly, Venter and Adler are 
intent on  dispelling those arguments. "These 
are not unknown fragments," asserted Ven- 
ter at last week's press briefing. "There is so 
much information contained in the 300 to 
500 base pairs that it is more specific than 
fingerprints at identifying you." Added Adler: 
"They are markers for chromosomes, and 
they are potentially useful as polymerase chain 
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reaction primers [for amplifying and cloning 
the genes]." While conceding uncertainty 
over whether the fragments meet the utility 
requirement of patent law, Adler says, "there 
are a number of  uses well short of biological 
function that [could] satisfy the law." 

Such statements aren't likely to persuade 
the critics, who see Healy saying that she is 
not committed to patents while N I H  seems 
t o  be doing all it can to see its applications 
succeed. I t  has, for example, narrowed the 
scope of  its second application. "In the first 
application we did what most attorneys do: 
We claimed everything that reasonably fol- 
lows from the actual research result," says 
Adler-in other words, the "tags," the full- 
length genes, and their proteins. Not  only 
did the breadth of  the first N I H  claim draw 
the ire of  the scientific community, but t o  
Genentech's Stephen Raines, vice president 
for patents, it also reduced NIH's chance of  
success. This time, N I H  has claimed the tag 
and the gene but not the protein. Raines 
suspects that Adler has recognized that "it is 
a little dangerous t o  ask for the world. As 
the claim gets narrower, that usually helps 
support the argument o f  patentability. I 
think Reid would very much like t o  see that 
patent issue." 

In  what seems to be a concession to the 
critics, N I H  has agreed t o  make the applica- 
tion public within a few weeks. According to 
Adler, the patent commissioner has also 
agreed to an expedited review, a move wel- 
comed by all because it could mean a decision 
in 1 or  2 years instead of 4 or  5. 

As opposed as they are t o  the patent 
application, even the critics want to see it 
carried through t o  the end, to the Supreme 
Court if need be. "We need a definitive 
answer," asserts Berg. "Withdrawing the 
patent would resolve nothing." Indeed, he 
adds, even if N I H  withdrew the application, 
Venter o r  others could file o n  their own. 

Spurred on  by this debate, the major coun- 

tries participating in the Genome Project are 
attempting to clarify their policies-specifi- 
cally, how to reap the economic benefits of  
the project while ensuring open exchange of  
scientific information. A new interagency 
committee, formed under the auspices of the 
Office of Science and Technology Policy, is 
looking at the broad implications of gene 
patenting and will report to Bromley by June. 
In England, where the Medical Research 
Council (MRC) has been accused of keeping 
its gene data secret, the government will 
announce its policy within a few weeks, says 
Dai Rees, the MRC secretary. 

Both Rees and Healy agree that relations 
have improved since last fall, when the two 
sides were trading accusations across the At- 
lantic. "NIH was the first t o  be put on  the 
spot," says Rees diplomatically. "It was easy 
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The auv i svry  u m m u m c r  Protests 
"At the 3 J a  )2 niceting of thc Sational Institutes of Health Dep~rtnicnt  of 
E n e r ~  Suh e for Interagenc! Coordination of Human Gcnome Research 
there \\.as an extended discussion of the N I H  decision to apply t'or patents covering 
the base sequences of  short cDNA scgrncnts obtained by Dr. Craig \.enter, and t o  
file additional claims for thousands more such sccluences as they arc detcrmine~l. 

ItTe arc unanimous in deploring the decision to seek such patcnts. The subconlniit- 
tee is particularly concerned that the claims \videly reported in the press extend far 
beyond tlie partial cDSXs themselves to  iricluiie the genes from nhich they derive 
and the proteins they spccifj.. \.Ye belieye sucli claims are inappropriate dnd dclete- 
rious to  scie sc they cstablisli false end points for identieing genes arid their 
ti 1s publicity attendins these claims has gener.ltcd a \\.aye of 
c( st scientists here and abroad because it is widely held that such 
practices \v111 create uiidesirahle distortions in tlie conduct of  basic hiomcdical 
rescarcli. Our immcdiate concern is that the tilinp of such claims undermines the 
activities of the Human Genome Project. There is also a strong likelihood that the 
pursuit of such patents n i l 1  set off an international "patent race" and thereby 
conipromis~ r~iational collaboration that we regard as essential for 
the work al 

Itre d o t ~ t  ial utility of patents that aim t o  control the "ran- 
material" from n.hlch the d~scovery etiorts of others ~vill proceed and of patcnts on 
substances n-hose biologic.d acti\.ity and utiliv remain t o  be established. Indeed. the 
ensuing uncertainty and confi~sion over conipcting o~vnership claims is likel!. to  delay 
substantially the potential benefits from the Human Genome Project for the 
biotechnology industry and the American public. 

Our  discussions lead us t o  conclude unequivocally that the NIH ciaitns for the 
patentability of  random partial cDS.\ sequences are potentiall\, damaging t o  the vcnr 
scientific efforts NIH is promoting. Ho\ve\.er, because such patent claims ha1.e 
alre~cly been submitted. IW believe that it is in the public intc I the interest 
of science t o  dctcrrninc promptly whether such patent clair sistins legal 
standards and lvhether such standards arc appropriate t o  the p c. To he~ietit 
both the scientitic community and the biorechnolop industry that determination 
should be authoritative, so as t o  sovcrn all such patent applications, by \vhoever tiled. 

Accordingly, \vc recluest tlic cooperation of  all relevant institutions of thc federal 
golwnment in obtaininp that determination in an expedited ancl open process in 
\vliicli the views of all interested partics may he heard and considered. For that 
purpose, nre request that NTH open t o  puhlic inspection and copying their patent 
application(s) and tlic clainis that it has filed as rvell as continuing proceedings 
regardins t ark Office. This \vould 
afford inter rn 
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