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port of the New York State Task Force on 
Life and the Law ( 1  @.They identified var- 
ious inajor problems, such as clinics' lack 
of oversight, variability in success rates, 
failure to assess risks associated with ovar- 
ian hyperstimulation, failure to disclose 
multiple gestation risks, insufficient fol- 
low-up data collection efforts, and incon- 
sistent reporting of risk data for egg dona- 
tion (16). Despite their criticisms, the New 
York Task Force would inlpose few new 
responsibilities on physiciails to change 
practices or curb abuses. In contrast, we 
recommend a federal law to set a mini- 
mum standard requiring IRB approval of 
new ARTS: data collection, reporting, 
record keeping, and inforined consent. 
Noncoinpliance would result in criminal or 
civil liability. 

Data Collection, Reporting, Records 
ART should be treated as a science. Cur- 
rently, ART practitioners experiinent on 
patients in the clinical setting without re- 
quired peer review of research methods or 
protocol oversight. With ARTS, experi- 
mental techniques have been introduced 
rapidly in many of the inore than 280 ART 
clinics in the United States without suffi- 
cient prior aniinal experimentation. ran- 
domized clinical trials. or the rigorous data 
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collection that would occur in federally 
funded studies ( 1  7, 18). 

Intracytoplasinic sperin injection (ICSI) 
has been used since 1993 as a therapy for 
male factor infertility. Only recently has it 
been observed that children born after this 
procedure are twice as likely to have major 
congenital abnormalities as children con- 
ceived naturally (19).  The newly discov- 
ered rislts include an unbalanced chron~o- 
some coinpleinent and male infertility 
(20). Children conceived through ICSI 
may experience mild or significant devel- 
opmental delays during their first year 
more often than children conceived by nat- 
ural conceptioil or IVF (21) .  

ART procedures may present rislts to 
women as well. ARTS increase pregnancy- 
related risks to wome11-higher rates of 
preeclampsia, diabetes inellitus, bleeding, 
and anemia (22). There is some indication 
that hormonal stiinulation during ART 
lnay increase the risk of ovarian cancer 
(23). Yet new techniques are used on wom- 
en before being adequately researched in 
animals. IVF itself was applied to women 
years before it was applied to baboons, 
chimpanzees, or rhesus monkeys, leading 
some embryologists to observe that it 
seemed as  if women had served as the 
model for the nonhuman primates (24) .  

Our analysis of public health implica- 
tions of ART indicates the need for more 
consistent record keeping and review. 

Sperin and egg donation account for inore 
than 60,000 births annually, yet there is no 
uniforin procedure for storing inforination 
regarding the donor, the resulting birth, 
and inedical history information. The re- 
cent discovery that a California seinen 
donor transmitted polycystic kidney dis- 
ease to at least one child and possibly 
many other children (25) ,  and the case of 
Dr. Cecil Jacobsoil ( 2 6 )  who secretly in- 
seininated over 70 of his patients with his 
own sperm, are striking examples. 

Data should also be collected on long- 
term health risks of treating woinen with 
fertility drugs. Studies should be undertak- 
en on ART children to assess the long- 
term inedical and psychological effects of 
ART procedures. especially cryopreserva- 
tion. All ART clinics should be required to 
obtain and mailltail1 updated inedical and 
family inforinatioil about both donors and 
ART children, including any reported 
change in inedical status of donors. 

Number of Embryos Transferred 
Unlike England; where doctors are prohib- 
ited from implanting more than three or 
four  embryos,  the laws i n  the United 
States set no limits on how inany embryos 
a physician rnay implant. The New York 
State Task Force deferred to the American 
Society for Reproductive ltfedicine's vol- 
untary recoininendation that generally oil- 
ly four einbryos be transferred, but it is 
clear that the guidelines are not being fol- 
lowed. In fact. the recently published re- 
port by the Center for Disease Control ( 3 ,  
examiiling data collected from 28 1 ART 
prograins in 1995, shows that in some pro- 
grains seven or more embryos are being 
transferred during an IVF cycle. Out of 
ART births, 37% are nlultiples as coin- 
pared with 2%) in the general population. 
Multiple pregnancies present significant 
risks to the resulting children in terins of 
increased frequency of death within the 
first year and long-term disability (27) .  We 
recominend that a federal law be adopted 
limiting the number of  enlbryos trans- 
ferred per cycle to woinen to four. 

Informed Consent and Disclosure 
Basic informed consent requires that the 
patient or patients be told the rislts, bene- 
fits, and alternatives of a treatment. Clin- 
ics should, at minimum, be required by fed- 
eral law to disclose pregnancy rates; how 
pregilancy is confirmed; the live birth rate 
for the clinic; and the risks, benefits, and 
specific procedures for the technique being 
considered. Clinics should also disclose the 
risks associated with fertility drugs. They 
should disclose the risks of multiple births, 
including potential nledical and psycho- 
logical problems for the offspring. 

The clinic should be required to dis- 
close all embryo disposition options: stor- 
age, donation for use by another couple 
(known or  unknown), donation for re- 
search. or destruction. Moreover, the clinic 
should disclose which services it actually 
offers, including the costs, duration, and 
locatioil of gamete and enlbryo storage. 
and which serl-ices it does not offer that 
other clinics do. 

Conclusion 
ART involves creating children and build- 
ing families, a f~~ndainental  social value. 
These minimum scientific standards for 
the practice of ART were designed to pro- 
tect the interests of all participants-cou- 
ples, children, donors, and health care 
providers. 
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