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The FDA is planning to mandate that all exibryos developed after May, 35,200

vnder the regulations for all HCT/P’s (human, cellular, and celluler and ¥ssue- o
will have the effective i '

products).
actice of emb. fon ] thic country. The document which will
mandate these changes is published in the Federal Register at
o/farww fda gov, i \

The number of infertile couples who wouldi ba denied treatment by these regulations is
large, and there is at present no evidence ofla public bealth hazard which needs to be

addressed concerning embryo donation. |

|
Acarefulreviewofthlsissueandthepxb ' regulations allows one to suggesta -
number of better alternatives, Unfortunately, once the regulations arc final, it will be

extremely difficult to implement these altwpaﬁvos.

The National Embryo Donation Center is a nonprofit organization formed through an
alliance of one of the nation's largest medidal groups (the Christian Medical
Association), the country's largest provider of adoption services (Bethany Christian
Services), and Baptist Health Systems of East Tennessee. We urgently request that you
assist us in delaying the implementation of the proposed guidelines as they apply to

human embryos until we can determine a satisfactory solution to this issue. 1 would like
to request a meeting with you or a staff member at your earliest convenienos to discuss
this matter. I lock forward to your response. ‘

% Ao

A Keenan, M.D. |
Director, National Embryo Donation Center
10810 Parkside Drive, Suite 302
Knoxville, TN 37922 _
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1) There have been no documented cases of infectious disense transmigsion after
transfer of cryopreserved human embryos. Therefore, a danger to public health
has oot been shown. It is unreasonable to eliminate a viable healthoare alternative
for infertile womsn based simply on blologic plausibility”,

2) It would be virtually impossible for healtheare practitioners to perform the testing
and screening outlined in the proposed guidelines from both a time and cost -
perspective. |

3) Most covples who donate embryos only do 50 years after the initial [VE
procedure, It is unreasonable to ask them to undergo extensivs testing and

1

screening for a process that may never be an option for them, i.0. embryo .
donation. : !

4) It has never been shown that some of the infectious agents in the proposed
guidelines can even survive liquid nitrbgen, and it is most likely that they cannot,

5) As for the other agents, most of them &re exceedingly rare in IVF patients. It
would appear that the risk of serious harm or death from embryo - ‘
donation/adoption would be far less than the risk of alternative infertility
treatments, and fer Jess than pregnancy and childbirth, It is not reasonable to
restrict a procedure based on potential|'risk® when the ontcome of the procedure
carries evan more risk but is not restricted,

6) Rather than Implement the proposed ghidelines, centars which perform embryo
donstion should be required to monitoi:ltl paticnts for a period of years after the
procedure to determine if a risk {s present. Other precautions can also be taken
during that period to minimize potentisl risk.
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