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Dockets Management Branch (HFA_305)

Food & Drug Administration

5360 Fishers Lane, Room 1061

Rockville, MD 20852

RE: Docket #97N-484S
Suitability Determination for Donors of Human Cellular and Tissue-Based Products

To whom it may concern:

I am writing on behalf of the Florida Society of Reproductive Endocrinology and Infertility ("FSREI"), to
comment on the Food and Drug Administration's ("FDA") proposed rule regarding Suitability
Determination for Donors of Human Cellular and Tissue-Based Products, published in the Federal
Registry on September 30, 1999.

FSREI is a non-profit organization, chartered in the state of Florida, dedicated to advancing
knowledge and education in the field of reproductive medicine and biology to better serve patients in
the state of Florida who suffer from all varieties of reproductive disorders that cause infertility. FSREI
membership is limited to the 47 physicians in the state of Florida, who in addition to their four year
Obstetrics and Gynecology Residency training, have also successfully completed a two or three year
Reproductive Endocrinology and Infertility Fellowship Training Program. The FSREl's membership
also includes others involved in reproductive medicine, such as doctoral level embryologists, nurses
and technicians.

The medical practices of our members are actively engaged in performing assisted reproductive
technology ("ART") procedures and, as such, FSREI members provided 100% of the ART treatment
cycles performed in Florida that were reported in the most recent CDC report entitied 71997 National
Summary and Fertility Clinic Reports.

FSREI members performing ART procedures involving donor semen, washed sperm, donor oocytes
and embryos are appreciative and support the FDA's concern about reducing the risk of disease

transmission. We are also very keen that any future FDA rules be informed by the following facts:

1. The uniqueness of reproductive tissue apart from non-reproductive tissues

2. Present scientific knowledge pertaining to not only theoretic but, real risks to
patients

3. Consequences in terms of, increased costs, decreased effectiveness and embryo
wastage that will be incurred if the FDA proposal that requires that all embryos
from egg donation or gestational surrogacy be cryopreserved and placed in
quarantine for six months.

The important recognition of an already excellent track record for patient safety in the area

of Donor ART in the United States '

b

Balancing Risks and Benefits of Proposed Regulation
Risk of Infectious Disease Transmission via Donor Oocytes in the United States

In 1996, 3,822 donor oocyte ART cycles were performed. Despite this annual volume of procedures,
there is absolutely no data of even a single case of a recipient contracting a sexually transmitted
disease ("STD") from an ART procedure involving donor oocytes and embryos. This is to be expected
since the laboratory techniques involved in the creation of embryos involve washing away extraneous
cells and fluid from the donor oocytes, sperm and embryos. Furthermore, ASRM has also clearly
documented to the FDA in a 12/29/99 letter, that there is no scientific evidence for any association
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between human gametes and embryos and the following STD's: CMV, Hepatitis B and C, HIV-1&2,
HTLV-1&2, Gonorrhea and Chlamydia. In fact, one HIV-1 spiking study showed that HIV-1 does not
even bind to Human oocytes (J Acquired Immune Defic Syndro 1999 15:21(5):355-61). This leaves
the magnitude of any theoretical risk as minuscule and consistent with the absence of any known
STD transmission to date.

The overall theoretical risk is further reduced through the use of screening oocyte donors as outlined
in the American Society of Reproductive Medicine's ("ASRM*) Guidelines for Gamete and Embryo
Donation. Given these facts, the FDA proposal to mandate a quarantine period which would require
cryopreservation of donor oocytes or embryos obtained from a low risk screened population is
unwarranted.

Clinical Consequences of a Six-Month Quarantine Period

By making it mandatory that all egg donation recipients and gestational surrogacy commissioning
couples are to have their embryos quarantined, an estimated loss of 30-40% of normal embryos will
occur, the normal loss rate that occurs with the freezing and thawing of cryopreservation of human
embryos. Life is far too precious to require this unnecessary destruction of human embryos.

The most recent ART clinic summary, as reported by the CDC, demonstrated much higher success
rates for fresh donor cycles at 39% (live births/transfer) than the 20% for frozen donor cycles. Given
this lesser cycle efficiency for cryopreserved-thawed embryos, ASRM has estimated that the actual
annual costs in the United States to achieve a similar pregnancy rate with frozen transfer will be in
excess of $100,000,000 (ASRM letter to FDA 12/29/99). It is important to emphasize that all
increased costs will be shouldered by the recipient couples. In exchange for this additional burden,
the couples will realize very littie benefit, if any.

Finally, the FDA proposal interferes with a patient's reproductive choice without scientific justification
or a demonstration of any public health risk. The idea of protecting the patient through these proposed
regulations may result in greater harm, in terms of increased costs, decreased effectiveness and
embryo wastage, which does not even take into account the emotional distress of delaying the
embryo transfer. :

Summary

The FSREI proposes that the six-month quarantine not be a requirement, but instead be purely
optional. Further, the patient couple should be given informed consent explaining the potential risks
and be given the option to freeze/quarantine embryos, if they wish. The FDA could assist in drafting
language and a standard informed consent document that could be used by all ART clinics in the
United States.

Sincerely,
/.’ %7

/e - M (2%
Timothy Yek .D. Simon Kipersztok, M.D.
President, President Elect,

Florida Society of Reproductive Endocrinologists
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