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Mr. SOUDER. Thank you very much.
Our next witness is Judy Norsigian.

STATEMENT OF JUDY NORSIGIAN
Ms. NORSIGIAN. Thank you, Chairman Souder, Mr. Cummings,

and members of the committee for the opportunity to speak. Judy
Norsigian, executive director of Our Bodies Ourselves, a women’s
health education and advocacy organization, best known for our
landmark book about women’s health and sexuality, ‘‘Our Bodies,
Ourselves.’’

At the outset, let me make clear, as I did at similar hearings 4
and 5 years ago, that my organization supports most embryonic
stem cell research. We fully support ESC research that utilizes oth-
erwise discarded embryos from IVF clinics. Thus, we do not agree
with President Bush, for example.

At the same time, we have serious concerns about a small subset
of ESC research known as somatic cell nuclear transfer, more com-
monly referred to as research cloning, therapeutic cloning, or em-
bryo cloning, as we have discussed today. My organization believes
that our country should follow the prudent example already adopt-
ed by Canada and place a moratorium on all SCNT research until
better safety data are available for some of the drugs used during
multiple egg extraction procedures.

There are several reasons for this position, but I will focus my
remarks primarily upon our concerns regarding the risks of mul-
tiple egg extraction. And although women who undergo these pro-
cedures experience similar risks whether doing this for reproduc-
tive purposes, as is the case in an IVF clinic, or for research pur-
poses, there is a critical difference.

In the former instance, there is a 10 to 40 percent chance that
someone, either the woman herself or another woman who is seek-
ing to become pregnant at an IVF clinic, will be able to have a
baby. That is a clear benefit. In the latter instance, when a woman
undergoes these procedures solely for research purposes, the bene-
fits to her or someone else are far more dubious at this time.

Although some stem cell researchers have discussed this matter
and even share our concerns, few have been willing to write about
these issues. It may be that one positive outcome of the scandal in
South Korea will be greater recognition of just how risky multiple
egg extraction can be, as well as how easily frenetic competition
and unjustified hype can lead to a more ready dismissal of these
risks.

In a recent issue of the American Journal of Bioethics, Stanford
faculty David Magnus and Mildred Cho write the following: ‘‘In a
previous paper, we argued that there were risks associated with
being an oocyte donor that were not given adequate attention in
the informed consent process. This claim was based upon the in-
formed consent documents by the South Korean researchers, an ac-
companying written description of the consent process, and their
responses to questions posed.’’

‘‘We argued that it would be easy to give short shrift to the small
but serious risks that typically arise in a clinical setting precisely
because these risks are not associated with the research aspects of
oocyte donation.’’
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They go on to say that: ‘‘The language used to describe scientific
experiments also makes a great deal of difference in how accurately
we convey the nature of stem cell research.’’

Finally, they say, ‘‘There is an important distinction between oo-
cyte donation for research and live organ donation for transplan-
tation. Live organ donation has a clearly established clinical value.
Stem cell research does not. If that should change, we would agree
that allowing women to donate oocytes for stem cell-based treat-
ments would be permissible, if conducted properly. But allowing re-
search donation to take place under these circumstances is an invi-
tation for a new kind of therapeutic misconception, and should be
avoided at this early stage of scientific development.’’

The risks of multiple egg extraction are not well-enough studied,
especially the risks associated with the drugs most often used to
suppress a woman’s ovaries. Lupron, generally referred to as
leuprolide acetate, the generic term, is the drug I would like to
focus on now.

I have listed many of the adverse reactions in my testimony.
These include: pituitary and liver function abnormalities; chronic
joint, muscle, and bone pain; headaches and migraines; dizziness
and blackouts; and serious memory disturbances and brain fog that
persist well after the drug is discontinued.

And we have had this from numerous reports. The FDA has re-
ceived numerous adverse drug reports, and one of the things we
are hoping we will see in the near future is a data mining analysis
by scientists at the FDA to give us better direction on what kind
of research we need to conduct.

Lupron’s use in the IVF setting is off-label use, and as former
Chief Medical Officer Suzanne Parisian pointed out in her memo-
randum of February 2005, there are serious safety concerns yet to
be resolved. Only well-designed research will answer critical ques-
tions that would then allow true informed consent for women un-
dergoing multiple egg extraction procedures for any purpose.

The drugs used to hyperstimulate the ovaries after ovarian sup-
pression also have negative effects, most notably Ovarian
Hyperstimulation Syndrome, a condition in which the ovaries con-
tinue to enlarge even after the eggs have been collected. Serious
cases of this syndrome involve the development of many cysts and
massive fluid buildup in the body. Rarely, death has resulted. The
most recent one documented was in England in December.

And it is not only the women undergoing the procedures who
may be at risk from ovarian hyperstimulation. A very important
article published in the past month by a Dutch team including
medical and basic scientists suggests that infants may also suffer
adverse consequences.

This group has shown that female mice subjected to ovarian
hyperstimulation had offspring with reduced birth weight as well
as a high incident of congenital anomalies, including delayed for-
mation of bones and an eightfold increase over background levels
of cervical ribs, a condition which, when present in human infants,
is associated with stillbirth and cancer.

Should SCNT research go forward despite the concerns men-
tioned here, it will be left to women’s health advocated to empha-
size the inadvisability of women undergoing these procedures, espe-
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cially younger women, whose risk of Ovarian Hyperstimulation
Syndrome is actually greater than that for older women.

Also, if such research does go forward, certain regulations and
oversight of the research with respect to egg procurement are es-
sential. I have listed seven here: that eggs should be obtained with-
out any hormonal stimulation, since there is still insufficient infor-
mation to get true informed consent. No relatives or coworkers of
those doing research on eggs should be allowed to provide eggs for
research.

All medical expenses resulting from egg extraction for research
should be covered; in cases where would be hormonally manipu-
lated, longer-term healthcare coverage may be necessary to provide
medical care for certain delayed health problems.

Those performing egg extraction for research purposes should
function totally separate from IVF services. And no research should
be allowed on eggs or stem cell lines developed from eggs procured
by means other than those just mentioned. This would avoid use
of stem cell lines created in other countries or regions where safe-
guards to women’s health might not be in place.

We also believe that no patents should be allowed for products
that might result from research on these eggs. Without such a pol-
icy, many therapies will likely never be accessible to the wider pub-
lic. I can give you other such examples already. In addition, it
would be extraordinarily difficult to avoid a problematic commer-
cial market in women’s eggs.

And, of course, no payment to egg providers beyond direct ex-
penses. We think both the researchers and the women who provide
eggs in this case may be going to be making a sacrifice.

So in conclusion, many scientists now acknowledge that individ-
ualized disease third parties will not research from embryo cloning
research anyway, in part because of the need for massive numbers
of eggs. The main benefit of embryo cloning would be the ab light
to develop research models for studying particular diseases and
conditions, but some of this type of work can be done already with
otherwise discarded embryos that result from PGD, pre-implanta-
tion genetic diagnosis, testing.

At this point in time, given both the known and unknown risks
involved in multiple egg extraction procedures, these procedures
should not be done solely for SCNT research. At the same time, we
do support most embryo stem cell research.

Thank you.
[The prepared statement of Ms. Norsigian follows:]
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