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Implementation of European Court
Decision to Ban hESC Patents Depends
on National Patent Offices

Stakeholders are concerned that member states could interpret the court’s
ruling differently.

Alex Philippidis

Europe’s highest court’s decision to forbid the patenting of stem cell lines based on
the destruction of human embryos will hinder regenerative medicine and
commercialization, though less than what many observers have speculated publicly.
Eyes will be on how national patent offices respond to the new ruling as well as on
new technologies that could crop out of the ban.

The Court of Justice of the European Union (ECJ) decided the case against Oliver
Brustle, Ph.D., who since 2004 had fought to maintain a 1997 patent covering
methods for deriving neural cells from hESCs despite a challenge from Greenpeace;
Dr. Brustle is director of the Institute of Reconstructive Neurobiology at the University
of Bonn.

After a German court ruled in favor of Greenpeace, Dr. Bristle appealed, and the
case was referred to the Court of Justice. The court concurred, on October 18, with
arguments by Advocate General Yves Bot, who earlier this year termed stem cell
patents “contrary to ethics and public policy.”

In 2006, the European Patent Office (EPO) stopped granting hESC patents, though
national patent offices across Europe continued to do so until the ruling. EPO is not
bound by ECJ rulings since it is not a member state, Martin MacLean, a partner with
the law firm Mathys & Squire, explained to GEN. However, national patent offices
across the continent are supposed to adjust their practices along the lines spelled out
by the high European court.

“They’re obliged to do this. But of course, it depends on how you interpret the
decision,” MacLean pointed out. “And it wouldn’t be the first occasion where we've
had an ECJ decision and the result of that is that the member states have not
implemented the outcome consistently.”

Dealing with Litigation

‘I don’t think you’re going see any reissuing of patents at all,” he added. “What you’re
going to see is national courts in Europe, from the member states, implementing the
Brustle decision to make sure that during any patent litigation, the claims are not
interpreted in such a way that they would capture infringing acts relating to human
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embryonic stem cells.”

For example, MacLean explained, until the ECJ decision, the only key EPO ruling on
stem cells was its rejection in 2008 of Wisconsin Alumni Research Foundation’s
(WARF) hESC patent application filed in 1995. At the time, the decision affected
some 200 similar inventions whose patent applications were then pending in Europe.

An appeals board upheld the EPO decision but noted that the ruling “is not
concerned with the general question of human stem cell patentability.” The appeals
board established that if a stem cell patent application only described one way of
putting the invention into effect and that one way involved hESCs, then the patent
could not be awarded.

In the WARF case, MacLean noted, the board failed to answer some logical follow-
up questions: What happens when there is more than one way of putting the
invention into effect and one of those ways involved adult stem cells? Will a patent
not be granted because the language used embraced hESCs, or must there be a
cutout to explicitly exclude hESCs?

“I've certainly had cases at the appeal board level where I've managed to keep the
broad language, so | have not had to introduce what'’s called a proviso, or disclaimer,
where you cut out any scope that might impinge on hESCs,” he added. “It is going to
be interesting to see whether the EPO now respects this Briustle decision and
decides to close the door on this type of attorney argument to allow the broad claims
without the disclaimers.”

Other Approaches and Sources

Another reason why the ECJ decision is likely to be less damaging to European stem
cell research than commonly thought is because companies are also developing
technologies that do not destroy hESCs. For example, Advanced Cell Technology’s
(ACT) single blastomere platform can extract a single cell from a normal embryo for
the purposes of generating an ESC line from that single cell,” Matthew Vincent,
Ph.D., ACT’s director of business development, explained to GEN. “The embryo
remains unharmed from the process and is refrozen. We do not change the fate of
the embryo.”

Advanced Cell Technology says its ability to carry out the first hESC trial in Europe
won’t be affected by the Court of Justice of the European Union’s decision, citing
what it calls the court’s careful language. ACT has begun treating patients as part of
a Phase I/1l trial for Stargardt macular dystrophy using retinal pigment epithelium
derived from hESCs.

Research on induced pluripotent stem cells (iPSCs) and adult stem cells is also
unlikely to be affected by ECJ’s patenting ban for hESCs, MacLean said. While much
research has indeed been done on iPSCs, more clinical work is needed to prove that
they work.

Cytori Therapeutics said it could be among stem cell instrument companies helped
by the ECJ decision. The company’s Celution® System family of medical devices
and instruments extracts and separates stem and regenerative cells from an adult
patient’s own adipose tissue rather than from human embryos.

“The decision is not going to have any impact on Cytori’s patents, because the ECJ
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ruling is clearly directed to embryonic stem cells,” Richa Nand, Cytori’s in-house
counsel for intellectual property, told GEN. “We have other barriers to entry other
than just patenting cells, and we focused on creating overlapping layers of patent
protection. And | think that’s what other people in the field will have to really
emphasize moving forward.” Cytori has separate patents for the Celution system
device, single-use consumables, reagents, user interface, etc.

Cytori has won both initial and expanded indication approval in Europe for Celution,
which is not yet available in the U.S. The expanded approval, received last year,
covered new indications such as breast reconstruction, repair of soft tissue defects,
as well as the facilitation of healing certain types of wounds such as those resulting
from Crohn disease.

“We're relatively close, we think, to getting approval for cardiac disease,” Cytori
president Marc H. Hedrick, M.D., told GEN in August. “And we’re actually beginning
to get reimbursement and are working toward our own diagnosis-related group
payments for the technology in Europe.”

Global State of Affairs

But that’'s small comfort to companies looking to commercialize hESC-based
technologies. Investors already nervous about pouring money into stem cell
companies will likely find another reason to avoid investing in hESC companies, if not
the whole stem cell field altogether. To be fair, the reason for that could also be
reticence to fund any biotech company, if the third-quarter venture capital reports are
any indication.

Those companies that have IP based on hESCs, “they’re trying to figure out what to
do, at this point,” Daniel J. Nevrivy, Ph.D., founder of the Nevrivy Patent Law Group
told GEN. If their inventions used embryonic stem cells or precursors that were
derived from embryonic stem cells and they want to file new patent applications in
Europe, then they’re going to have to reinvent how they get there, Dr. Nevriry said.
“Or they need to come up with new inventions that don’t involve the use of human
embryonic stem cells or anything that is derived from a human embryonic stem cell.”

The situation in Europe should stoke additional hESC and even adult stem cell
research activity in Asia, considering the U.S. outlook remains uncertain. If the
Obama Administration does not survive next year’s presidential election, a republican
nominee is all but certain to oppose federal funding of hESC research. Even if
President Barack Obama does prevail at the ballot box, the ongoing Sherley v.
Sebelius court case could hamstring hESC research Stateside as the ECJ has
managed to do in Europe.

Alex Philippidis is senior news editor at Genetic Engineering & Biotechnology News.
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