
I am writing to respond to the proposed rules regarding “Suitability Determination for 
donors’ of Human Cellular and Tissue-based Products ” According to the proposed rules, . 
medical practices performing IW. ~~.n~~~~~~g.~~~~~~~~~~or oocytes would be 

“I+ required to first produce embryos, then quarantine theernbryos for 6 months until the 
_. oocyte. donor could be retested. This rule, xvould place an unacceptable burden on both the 

patient and th,‘m~;lidai Prentice ~~~‘the’follo~ing r~~~isdiis: ‘- 

1. There is no evidence that oocytes, embryos or isolated sperm cells used with IVF-ET 
.._ ___^ A--- -C+L x~~~~~~ lktprl in the proposal. HIV and other infectious agents are 

V bnc never heen contracted from IVF as far as 
rone knows. 
-A-+:-:‘& embvos will simific&& increase costs. and mcrease the number of 

.-~rl tn oohic&e pregnacy; This could cost some patients additional 

---.---*-A +ho+ f+~~~n pmbryo pregnancy rates are lower than with fresh 
ruch as 50%. This decrease in pregnancy rate 

;emd0lG to patients. 
oi oF em.b&s not surviving the freezing/thawing process, 

* ,h;r.. C^ 1s.. d i +-Al0 n&pntc\ will nnt he available to 



Given the above facts, most specifically that IVF has not been shown to be a vector for 
disease transmission, the rule to mandate quarantine of donor oocyte-produced embryos 
is flawed and should not be adopted. When considering such regulation it would be 
prudent to work with the organization which’will be most affected by these actions 
namely, ASRM (professional organization) and an advocacy group for patients (suhh as 
Resolve). 
While the bulk of the regulations are welcome and necessary, this one is not. . :. . ., -_ 
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