Germline I ntervention Policy
(United States and I nternational)

The international community has expressed deep concern over the prospect of
human inheritable genetic modifications. The Council of Europe’s Convention for the
Protection of Human Rights and Dignity of the Human Being with regard to the
Application of Biology and Medicine: Convention on Human Rights and Biomedicine
specifically addresses germline manipulation.! Article 13 offers that human genome
interventions and interventions aiming to modify the human genome “may only be
undertaken for preventative, diagnostic or therapeutic purposes and only if itsaim is not
to introduce any modification in the genome of any descendants.”> Furthermore, it
provides that medically assisted procreation techniques shall not be used to select a
future child' s sex, except where a serious hereditary sex-rel ated disease can be avoided
by sex selection.® The World Health Organization (WHO) at its fifty-first World
Health Assembly reaffirmed that “germ-cell therapy, where there is an intention or
possibility of altering the genes passed on to the next generation, should not be
permitted in the foreseeable future.”*

The Center for Genetics and Society reported that as of November 2003, 14% of
countries havetaken steps to ban inheritable genetic modification.’> The United States
currently does not have any federal legislation to prohibit inheritable genetic
modifications in human beings. However, state legislation prohibiting or limiting
embryo research may be applicable to the technologies of inheritable genetic
modifications. Existing American state laws banning embryo research, dating back in
some states to the mid-1970s, could potentially be used to prohibit certain species-
altering technologies at the experimental stage.® Eleven states have laws regulating
research and/or experimentation on conceptuses, embryos, fetuses or unborn children
that use broad enough language to apply to early embryos.” Eight of the eleven states
prohibit some form of research on some product of conception, referred to in the
statutes as a conceptus® embryo,? fetust® or unborn child.*! These bans, however,
would cease to apply if the techniquesused were no longer considered research, but
standard practice.

At least eight of the state laws banning embryo research are sufficiently general
that they might be struck down as unconstitutionally vague.*?> The concept of a statute
being “void for vagueness” is grounded in the Due Process Clause of the Fourteenth
Amendment to the United States Constitution, which guarantees individuals fair notice
that their conduct is prohibited by law. Individuals must be afforded a reasonable
opportunity to discern whether their conduct is proscribed by the legislation in order to
be able to decide whether or not to comply with the law. Where criminal laws are
implicated, as would be the case with state legislation relating to human embryo
research, the U.S. Supreme Court has held that the statute must define offenses with
“sufficient definiteness” and “in a manner that does not encourage arbitrary and
discriminatory enforcement.”*® With respect to the existing state legislation banning
embryo research, many could be attacked due to potentially indefinite and/or arbitrary
language contained within the statutes, such as “ scientific experimentation,”
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Attemptsto insert genesinto embryos would be prohibited under the state embryo
research laws if undertaken strictly to gain scientific knowledge. If the geneswere
added in an attempt toprovide a“treatment” or “cure”’ to a particular embryo that was
intended to go to term, however, it would likely be permissible in most states. The
Maine statute may serve to ban all experimental germline manipulations, because it
prohibits “any form of experimentation.”!’ But several of the other embryo research
bans explicitly allow procedures for the purpose of providing a health benefit to the
fetus or embryo, and therefore might not prohibit germline intervention.*® In some
states, the embryo research bans might forbid the use of evolving or insufficiently-
tested therapiesif such therapies were not necessary to the preservation of thelife of
the fetus.

However, these laws or related laws generally require the protection and
preservation of viable fetuses. Therefore, it seems unlikely that the embryo research
laws in these states would be invoked to enforce the withholding of gene therapy as a
form of treatment if doctors argued that the procedure held out some actual promise of
ahealth benefit to the prospective child.

The New Hampshire and Louisiana laws have unique variations. New
Hampshire' s law might ban creating a child with inheritable alterations because it
prohibits the transfer of any embryo donated for research to auterus®® Louisiana’'s law
has the opposite effect, prohibiting farming or culturing embryos solely for research
purposes?® but apparently allowing research as long as the embryo isimplanted.

While there are no federal or state laws directly dealing with inheritable genetic
modifications, the Recombinant DNA Advisory Committee (RAC), under the auspices
of the National Institutes of Health, has developed a set of federal guidelines that
address the manipulation of genetic material through the use of recombinant DNA
techniques?! Under the powers granted to them by the federal government, RAC
examines clinical trials that involve the transfer of recombinant DNA to humans. All
human gene therapy trials funded by the NIH, either directly or indirectly, must be
approved and registered with the RAC.

Outside of the United States, many foreign countries have approached species-
altering procedures with caution, some having instituted moratoriain order to consider
the wide-ranging impacts of the technologies and the wealth of issuesinvolved in
species-altering procedures? Other countries have already determined that such
technologies are inimical to human values and human dignity >

Many of the international bans on inheritable or germline interventions are genera
enough to include a vast range of technologies. These laws reflect a profound
understanding of the need to avoid attempts to engineer a “ better” race, as occurred in
the Nazi era. German law understandably forbids germline intervention®* Victoria,
Australia, inits Infertility Treatment Act of 1995, has comprehensive language
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prohibiting germline genetic alterations?® The law prohibits altering thegenetic
constitution of either immature egg cells?® or fertilized egg cells.?’ A Western Austraia
law prohibits the alteration of the genetic structure of either an egg in the process of
fertilization or an embryo.?®

In Norway, a 1994 law provides that the “human genome may only be altered by
means of somatic gene therapy for the purpose of treating serious disease or preventing
serious disease from occurring,” and prohibits germline manipulation entirely.?
Sweden prohibits research that attempts to modify the embryo2° France, too, prohibits
such interventions3' Canada bans any alteration of ahuman cell or in vitro embryo that
is capable of being transmitted to descendants®? and Costa Rica bans any manipulation
or ateration of an embryo’s genetic code.*®

Various international declarations and laws already oppose inheritable genetic
interventions, either directly or indirectly, yet these existing legal documents have
shortcomings. Some are mere moratoria. Some are limited in the types of species-
altering technologies they ban, covering only cloning and not inheritable genetic
interventions, or applying only to cloning viaalimited range of techniques.

Some of the existing laws have also been outpaced by technology and do not
comprehensively ban all forms of inheritable interventions. Others are ambiguous as to
what they cover. In some cases, potentially relevant laws were adopted more than two
decades ago to deal with adifferent set of technologies and concerns; it is unclear
whether their expansive prohibitions will be applied to the newer technol ogies of
human cloning and germline interventions. Moreover, many of the existing
declarations and laws do not include sanctions.

The Council for Responsible Genetics (CRG) has issued a statement entitled
Position Paper on Human Germline Manipulation that strongly opposes the use of
germline modification in humans3* Specifically, the CRG “unequivocally oppose(s)
germline modification” and “calls for a permanent ban on germline gene modification”
on the basis that:

(1) Germline modification is not needed in order to save the lives, or alleviat e the suffering,
of existing people. Itstarget population are ‘ prospective people’ who have not even been
conceived.

(2) The cultural impact of treating humans as biologically perfectible artifacts would be
entirely negative. People who fall short of some technically achievable ideal would be
seen as ‘damaged goods', while the standards for what is genetically desirable will be
those of the society’s economically and politically dominant groups. This will only
increase prejudices and discrimination in a society where too many such prejudices exist.

(3) Thereisno way to be accountable to those in future generations who are harmed or
stigmatized by wrongful or unsuccessful germline modifications of their ancestors.>®

The Biotechnology Industry Organization (BIO), made up of commercial
trade organizations across the U.S. and numerous other countries, also sg)ecifi caly
addresses germline intervention in its Bioethics Statement of Principles® The
B1O principles provide that memberswill not alter the genes of human sperm or
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eggs to treat genetic disorders until the medical, ethical and social issues have
been discussed and clarified.®’
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