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GENE PATENTS------------------------------------------------------------------

More questions than answers 
Bethesda, Maryland 
SEEKING to interject a little reason and 
experience into what has become a heated 
international fracas over the patenting of 
human genes, the National Institutes of 
Health (NIH) last week asked a dozen 
patent and technology-transfer experts to 
argue the issues in public. Fourteen hours 
of debate later, the experts appeared to 
have vindicated NIH for launching the 
controversy, even if they were no closer to 
agreeing whether it is desirable, or even 
possible, to patent the genetic sequences 
under question. 

If there were still doubt that the ques
tion of whether unidentified gene frag
ments should be patentable has become 
the most contentious scientific debate of 
the day, the NIH meeting should have 
banished it. A full house of observers sat 
through a day and half a night of esoteric 
argument on the subtleties of international 
patent law until NIH had to shut the build
ing for the night. But many left wondering 
just what to conclude. While scientists had 
argued that the debate is essentially legal, 
and lawyers had explained that it is really 
all up to the US patent office, one could 
not help noticing that the audience in
cluded several patent office officials ask
ing questions and taking careful notes. 

Since news emerged last month that 
NIH had quietly filed a patent application 
for some 350 eDNA fragments of un
known function and physical significance, 
the agency has been accused of breaking 
the international genome project's code of 
free data exchange, as well as of under
mining US biotechnology industry by at
tempting to put frivolous licensing hurdles 

in the path of commercialization (see 
Nature 353, 485; 10 October, 1991). 
Although most of the industry representa
tives and lawyers who spoke out at the 
meeting thought that patents on such gene 
fragments would do industry more harm 
than good, they also noted that much the 
same had been said of the first attempts to 
patent recombinant DNA technology in 
the 1970s; now those patents are consid
ered the foundations of the biotechnology 
industry. 

Acknowledging that no one at this point 
seems to know what to make of the NIH 
application, NIH director Bernadine Healy 
announced that the next move would be 
made by her administrative superiors; 
Louis Sullivan, secretary of the depart
ment of Health and Human Services, 
which runs NIH, will make a policy deci
sion on filing future eDNA patents. But 
before he does, the White House will be 
asked for an opinion. Healy said that the 
White House Office of Management and 
Budget, the Office of Science and Tech
nology Policy and possibly the Council on 
Competitiveness will all participate in 
making gene-patenting policy. 

Continuing controversy on this issue 
may not bode well for future harmony in 
the genome project, but it does appear to 
take the immediate pressure off NIH. When 
the news of NIH's application first broke 
last month, many researchers blamed both 
the agency and Craig Venter, the NIH 
scientist who discovered the genes, for 
filing the application in the first place. 
Now that industry and legal experts have 
turned out to be divided on the issue them
selves, most of the participants agreed that 

NIH had been right all along in taking the 
safe route: given the uncertainty in the 
viability and implications of gene patents, 
letting the sequences appear in the public 
domain without patent protection would 
have been tantamount to legal "malprac
tice", said patent expert Harold Wegner of 
George Washington University. 

Given the lack of consensus on the 
merits of gene patents --- or even agree
ment on the application of standard patent 
law to this case --- some lawyers at the 
conference argued for special patent of
fice treatment for gene patent applications 
until the issue is settled. S. Leslie Misrock, 
a partner in the patent law firm Pennie and 
Edmonds, proposed that the patent office 
accept eDNA applications on a special 
reduced-fee basis until it had decided 
whether they could be granted. If eDNA 
patents are approved in principle, Misrock 
suggested, the patent office could allow 
each applicant the opportunity to pay the 
full fee and have his application examined 
for approval as usual. 

Lawyers at the conference noted that 
the US Congress has recently raised an
other issue that appears to bear on the 
controversy: that of the extent to which 
scientists are entitled to use patented mate
rials in the course of their research, with
out paying royalties. Long-standing patent 
law allows for free use if the researcher 
has only "philosophical interest" in the 
patented material. But in a bill introduced 
last year, the House judiciary committee 
questioned the meaning of that wording in 
modern laboratories, where researchers 
are encouraged to turn every invention 
into a marketable product. The committee 
plans to hold a hearing on the issue before 
the end of the year. 
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