THEJAMESA. BAKER Il | INSTITUTEFOR PuBLIC PoLicy
RICEUNIVERSITY

U.S. STEM CELL PoLicy D
UNINTENDED CONSEQUEN CES

By

KIRSTIN MATTHEWS, PH .D.
PROGRAM M ANAGER, SCIENCEAND TECHNOLOGY PoLICY PROGRAM
JAMES A. BAKER Il INSTITUTEFOR PuBLIC PoLIcy
RICEUNIVERSITY

AND

N EAL LANE, PH.D.
SENIOR FELLOW IN SCIENCEAND TECHNOLOGY PoLicy
JAMES A. BAKER Il INSTITUTEFOR PuBLIC PoLIcy
RICEUNIVERSITY

OCTOBER 12, 2007



U.S. Stem Cell Policy — Unintended Consequences

THE FOLLOWING OPINION PIECE WAS WRITTEN BY A RESEARCHER, FELLOW OR SCH OLAR.
THE RESEARCH AND VIEWS EXPRESSED IN THIS OPINION PIECE ARE THOSE OF THE

INDIVIDUAL(S), AND DO NOT NECESSARILY REPRESENT THE VIEWS OF THE JAMES A. BAKER
Il INSTITUTEFOR PuBLIC PoOLICY.

© 2007 BY THEJAMES A. BAKER Il INSTITUTE FOR PuBLIC POLICY OF RICEUNIVERSITY

THISMATERIAL MAY BEQUOTED OR REPRODUCED WITHOUT PRIOR PERMISSION,
PROVIDED APPROPRIATECREDIT ISGIVEN TO THE AUTHOR AND
THE JAMES A. BAKER Il INSTITUTE FOR PUBLIC PoOLICY.



U.S. Stem Cell Policy — Unintended Consequences

Ove the past decade the U.S. human embryonic stem cell (hESC) policy has become a
hodgeodgeof difficult-to-undestand and easily misinterpreted legidation and regulations By a
2001executive order, Presdent George W. Bush defined official federal policy to restrict federa
funding of research to the hESC lines tha were created before Augug 9, 2001 (the dae of his
gpeech). No hESCs created after tha dae, regardless of the source, could be used in fedeally
fundel research. Federa policy is also guided by the Dickey-Wicker Amendment, which applies
to all federal biomedical research and bans the use of federal monies for the creation of hESC
lines. In addition to thefedera policy, states have moved forward with their own policies. Some
states banned all research or portions of research, while othes such as California and
Connecticut encouraged it with state funding. Also, in contrast to many other counties, there are
no fedea resrictions on hESC research carried out by private companies or any othe

nonfedera entity.

This piecemea policy has prompted medical researchers to cal for a clearly defined and all-
indugve naiond stem cell policy, specifically for federal oversight and funding of expanded
hESC research. Thisindudes expanding federal funding for research on hESC lines created with
leftover donded in vitro fertilization (1VF) embryos (as provided for in bills passed in Congress
in 2006 and 2007 tha were later vetoed). With proposd ovesight through the Nationd
Inditutes of Health (NIH), the public would be involved in the policymaking process, and
research would progress at a pace tha would allow the United States to continueas a leader in

thisimportant area of medical research.

To achieve this god, however, there are many obdacles to overcome. In recent years the
administration has discovered tha it had accidentally banned research it suppotted. The problem
stemmed out of the 2001 executive order, which was worded in such away tha it banned federal
funding on al new hESC lines, no matter how they were created. Thus methodsof creating an
hESC line without destroying a human embryo (i.e,, methodsthe administration has deemed
Onorally acceptableQ were aso effectively banned by this directive.



U.S. Stem Cell Policy — Unintended Consequences

Efforts to changethe federal policy have been unsuccessful. In 2006 and 2007, President Bush
vetoed bills to increase the number of hESC lines available for federaly funded research ! lines
tha would have been taken from donded embryos tha were to be discarded at IVF clinics
around the county. Ingead, in June 2007 the administration passed a new executive order to
alow additiond hESC lines to be eligible for federal funding, but only those tha were created
without Qlestroying, discarding, or subjecting to ham a human embryo,0 adding another
regulation to an aready large collection of policies affecting hESC research. Scientists have
developad methodsto create hESC lines by removing onecell from an eight-cell human embryo
withoutdestroying it, a process smilar to methodsused in IVF. However, themethod still carries
arisk for the embryo, as it may not survive the procedure. Thus even with the 2007 executive
order, NIH may not beable to fundthis new, Gnorally acceptableOresearch.

This conundum highlights the unintended consequences that often result from efforts to regulate
scientific research. While the administration hopel to promote new research tha protected
human embryos from destruction, it ended up inhibiting this research altogeher. Words like
armO or OnjuryOin regulations cause confuson B and stifle research, because the legd
repercussonsof misinterpreting regulationsare severe.

To research these complex policy issues, the Baker Inditute@® Internationd Stem Cell Policy
Program was established in November 2006. The god of the program is to bring togdher
scientists, ethicists, policymakers, media experts, and community and busness leaders to find
new waysto engagethe general public and policymakersin a dialogueon this important issue. It
is our hopetha thediscussonsand publicationsof the program will contribute to the resolution
of thefedera-level stalemate concerning oversight and regulation of hESC research and promote
hESC research which offers a real hopefor better undestanding of many debilitating diseases

andinjuries aswell as new treatments and cures.



