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December 26, 1999

Dockets Management Branch (HFA-305)
Food and 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:

This letter is in regards to the proposed rules appearing in the Federal Register on December 3,
1999 pertaining to embryos resuiting from donated oocytes. The proposed rules mandate
quarantine of all embryos obtained from donated eggs. I find the proposed rules extremely
disturbing. Clearly, all necessary steps must be taken to protect the public from infectious and
other diseases. However, sweeping regulations such as those in the proposed rules should be
based on evidence rather than on unfounded presumptions of danger. In vitro fertilization has
been practiced for approximately 21 years; there is no conclusive evidence the gametes serve as
vectors for the HIV virus.

The proposed rules will create numerous other problems that will not serve the public well.

~ Quarantining embryos will result in astronomical increases in costs to our patients. Not only will
the cost per oocyte donation cycle increase; the number of cycles needed to obtain a pregnancy
will also increase. Pregnancy rates after transfer of frozen-thawed embryos is far less than
pregnancy rates achieved after transfer of fresh embryos. We estimate that cryopreserved
embryos would decrease the pregnancy rate in our oocyte donation program by about 60-70%.

There will be a tremendous loss of embryos as a tesult of cryopreservation and quarantine of
embryos. Thousands of viable human embryos will be destroyed. The thought of destroying
embryos based on unfounded concerns regarding transmission of infectious diseases is very
troubling.
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We must also take into consideration the health and well being of our patients. A 6-month
quarantine of embryos after freezing will result in unacceptable delays, perhaps even years, since
the number of cycles required to achieve a pregnancy will be increased. A majority of recipients
requesting egg donation are of advanced age to begin with. There are numerous obstetrical risks
associated with advanced maternal age. Recipient mothers would be much older at the time of
their pregnancy and many would give up or choose not to pursue child bearing. As a result, many
potential recipients of donated embryos will be denied the chance to have child.

If the proposed rules go into effect, care of our patients will be severely compromised and
thousands of embryos will be destroyed. Please reconsider the proposed rules with these thoughts
in mind.

Sincegely,

rvin E. Jones, PiD., M.D. -

Professor and Director

Assisted Reproduction

Division of Reproductive Endocrinology
Director of Medical Studies

Department of Obstetrics and Gynecology
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