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Division of Dockets Management (HFA-305)
Food and Drug Administration

5630 Fishers Lane, room 1061

Rockville, MD 20852

RE: Docket No. 2004D-0193: Guidance for Industry: Eligibility Determination
for Donors of Human Cells, Tissues, and Cellular and Tissue-Based Products
(HCT/Ps)

To whom it may concern:

We would like to submit comments on behalf of The Sperm Bank of California
(TSBC) regarding the Food and Drug Administration’s draft Guidance for
Industry “Eligibility Determination for Donors of Human Cells, Tissues, and
Cellular and Tissue-Based Products (HCT/Ps).” Since 1982 our sperm bank has
been aleader in creating high standards for the sperm banking industry. We have
worked closaly with the Department of Health Servicesin Californiain creating
mandated standards for the banking of reproductive tissue. We have never had an
incidence of disease transmission in 22 years. With this history in mind, TSBC
strongly urges the FDA to make the following changes to the donor screening
section (111.E.1.) in the draft guidance document:

We are deeply concerned with the safety of the sperm samples we provide our
recipients and we support the inclusion of low-risk men who have sex with men
as anonymous sperm donors. Unlike most other human tissues, sperm can be
frozen and quarantined for a length of time well beyond the seroconversion
window period, after which the donor can be retested for HIV and other STDs
prior to the release of any tissue. ThisHIV testing and 6 month quarantine system
is extremely reliable and accurate, allowing a measure of safety beyond that
possible in testing most tissue donors.

We question the scientific rationale for declaring as ineligible all men who have
had sex with men in the past five years. Five years is both significantly beyond
the window period for HIV (now recognized to be less than six months) and five
times longer than most other exclusions in the guidance document. Additionally,
excluding all men who have had sex with men, regardless of individua risk
behavior, is a popul ation-based approach to screening that will rule out many low-



risk, healthy, HIV-negative men. Evaluating each individual's behavior, rather
than whether they belong to a specific subpopulation, seems to us to be a more
appropriate way to identify those at increased risk. One example of guidelines
based on individual behavior are those developed by the HIV Medicine
Association of the Infectious Diseases Society of America. The Association
recommends that the FDA should prohibit blood donation by any individua who:

@ has tested positive for HIV;
2 has used illicit drugs within the previous 12 months;
3 has had a needle stick exposure to someone else’ s blood within the
previous 12 months; or
4 in the previous 12 months, has had unprotected oral, vaginal, or anal
sexual intercourse with:
: An individua with HIV,
Anindividua known to use illicit drugs, or
Anindividua of unknown HIV status outside of a monogamous
relationship

While these guidelines were developed for screening blood donors, we believe a
similar approach would be effective in screening sperm donors. We urge you to
consider recommending a screening protocol like this one that screens potential
donors on the basis of individual risk.

We share the FDA’s goal of protecting the health of cell and tissue recipients and
we commend you for acknowledging that the guidance document represents only
one of many possible legitimate approaches to donor screening. Even if the
proposed guidance is not changed, we expect the FDA will recognize that a tissue
bank may follow aternative donor screening as approved by the bank’s medical
director, and used in combination with the required testing, to satisfy the
reguirements of the new donor screening regulations.

Thank you for your consideration of the above-mentioned items. Please fedl free
to call on usfor any assistance we may provide as you consider suggested
revisions.

Sincerely,

Lorraine Bonner, MD Alice Ruby, MPH, MPPM
Medical Director Executive Director

The Sperm Bank of California The Sperm Bank of California
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