. appropnate for the medically or nted
beheve that 1f our suggestions are mstltuted the pubhc s

.

' Before_we proceed“wuh our suggested language we are comipelled

_problem with the regulations has arisen because of the ir pro
- -other kinds of tissue donation, Reproducuve tissue donation is unique. Unlike bloc
do ation, donations reproductlve ussue can be frozen and quarantmed for

th is 1mpess1ble for our orgamzatlons to accept the present proposal in good“
" hope the FDA will con51der our suggestlons asa poss1ble remedy for this dxfﬁcult
- comphcated issue.

. 'V‘a‘n ymOus donatlon each of whlch must be handled dlfferently Of the two ty
anonymous donatxon one is 2 nymous donatxon that will forever be Aanonymous
:or o the ch11d and/or the mother at some'|
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" 'We are concern

Exclusionary Criteria” as 1ueppears i

i “iinsmtable for most kinds of tlssue donatmn then we recommend the foll

~ §1271.75. Suggest

’_- :“With thlS” deﬂmtron in place, §1271.75 could be changed to read (underhned is a
Donor screenmg Y(a) ¢)) Except as provrded under §1271. .90 (2) (1)

(MMWR, 5/20/94). These criteria exclude all tissue and organ donati

‘quarantined for 6 months and |

B _dlfferent than Anonymous Donors This could be accomplished by clearly defir

j s in the CDC’s “Guidelines for Preventing Transmis
Human Immunodeﬁmency Vll‘l.lS Through Transplantatlon of Human

.

had

th another

v_(MSM) in the precedmg 5 years.’f__ -

It the FDA is mclmed toward clasmfymg MSM ’s as donors w1th “risk fac tl %

adopted in the proposed gmd nc

. retested and found negative for HIV l'
who have had sex with another man in the precedmg 5 years. "

The above optlon is our preference _However a second option would add language to the
present proposed regulations by recognizing Identification Revealed Donors as distinctly
ling the term
” under §1271.3 and inserting “identification revealed donors” in
anguage to accomplish this under §1271.3is: Identlﬁcatron Revealed
Donors means donors of reproductlve tissue whose 1dent1ty is unknown to the rec1p1ent at the
time of insemination ‘but may be revealed to either the recipient and/or the child(ren) resu t1ng
from that insemination after the child(ren) is born

ik,

ntlﬁcauon reve

veale roductive tissue with regard to risk factors. the relevant medical Tecords of
a donor of cells or tissue fora human cellular or tissue-based product shall be reviewed for risk

 factors for and clinical evldence of relevant communicable drsease agents and dlseases mcludmg, ,

at a minimum, the followmg .o




et Management Branch, FDA

cal Ass001at10n the Sperm Bank of Cahfomla and Rambow Flag
ion that open, honest dlalog will strike the nght
in ;eproductxve choice. We h pose
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2 Executlve Director
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o &m RS Sldhu et al Effects of Cryopreserved Semen Quality and Timed Intrauterme
Insemmatlon on Pregnancy Rate and Gender of Offsprmg in a Donor Insemination Program.
Journal of Assisted Reproduction and Genetics 1997; 14: 531 at 534 (“[clompared to fresh
semen, frozen-thawed semen has a diminished capacity to achieve pregnancy after donor




y 6;88:93-8 at 93 (“quarantined, cryoprese
, a decreased cycle fecundlty compared wnth fresh semen”) W Byrd et al, Intraut
Insemxnanon Wit : Randomized Trial Comparing Three
iffer rm Techmques Fertzhty & Sterility 1994;62:850-56

(“[c]rjzopreservatxon of sp
- ofthe spermatozoa”);

Insemination: Fresh Ver: s Frozen Semen; The Patient As Her Own *Control Fertility & Stenhty' ”
... 1984:41:277 at 279 (conﬁrmmg “the general belief that fresh semen is more eff
cryopreserved semen in producing pregnancies ’?%We %@5‘3 ffects of nyopreservanon on ‘
- the Motility Characteristics of Human Spermatozoa. Journal of Reproductlon & Fertility
1987;81:213-220 at 215 (“{Ciryopreservation resulted in significant . . reductlons 1n'[sperm] '
velocxty, monhty, motxhty index and motile den51ty”) ' : :
- * See BM Kang & TT'Wh t of Age on Intrauterine Insemmatlon w1th Frozen Donor Sperm,
Obstet Gynecol 1996;88:93-8 (ﬁndmg that the age of a recipient is a 51gn1ﬁcant predlctor of .
fertility outcome for mtrauterme insemination of frozen donor sperm).
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CUSTOMER USE ONL
TO FILE A CLAIM FOR DAMAGE OR LOSS
OF CONTENTS, YOU MUST PRESENT THE
ARTICLE, CONTAINER, AND PACKAGING
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