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. This letter is written in response toﬁ21 CFRvParts 210,211, 820 and 1271 Surtabrhty \
- (deterrmnatlon for donors of Cellular & Tissue- Based Products Thave read the new _' SRS
proposed rule W1th much concern{ﬁm regard to rec1p1ent safety As the Execu‘nve D1rector .

,tlssue safety I know that durrng such time the FDA recerved multrple letters from eye ‘ .
'banks that used “legrslatrve consent procedures statrng thrs would be harmful to e

\ corneas procured under leg1slat1ve consent compared to over 45 OOO procured wrthout 1t
T thmk the issue of “legmatrve COnsent is agaln addressed in thrs new rule allowi inga
double standard to exist. 'I”feel that the only way to accurately obtarn the 1nformatron the '




‘ der Ved clottlng factor concentrates :
' Impossrble to be assessed without donor screemng

; in the precedmg 12 months with any person‘descnbed o i
,h a y ’person saspected of havmg rIIV hepatrtrs B '

1nd1v1duals Who have been 1ncarcerated for more than 72 consecutive hours
durlng ‘the previous 12 months :
Imposs1ble to be assessed wrthout donor s ‘reemng

9 ~ Persons who haye had close contact wrth another person havrng vrral hepatltrs
L \yrthm 12 ‘months preeedmg donatlon‘ ' ’

Impossnble to be assessed w thout donor screemng

1,0» Persons who have had or have been treatedyfor syphlhs or gon‘ rrhea durrng the
‘ precedrng 12 months. : BRI :
Impossrble to be assessed w1th0ut donor screenmg

been used, i
Imp0551ble to be a: sessed without donor screening.

12, Per: sons wrth d1agn051s of Creutzfeldt-Jakob Disease or known famrly hlstory ’
(blood relatlve) ofa person wrth non- 1atrogen1c Creutzfeldt J akob Drsease )
Impossrble to detect by autopsy alone without donor screenmg ‘
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‘ 'All >14Jmandatory questlon listed above cannot be an wered thr ugh autopsy unless
b ‘a famrly or socral screening is conducted. /

. ‘.Our eye bank has ruled out over 40 donors w1th1n the past ’year with the cr1ter1a l1sted L
above which was solely obtarned by the interview of the next-of-kin. In perspectrve there SR
‘:'ar'”close to 100 eye banks across the nation. This ‘could potentlally equal 3, 000-5,000 TN
3 donors or 6, ,000-10 ,000 corneas for transplant Is the medical commumty to believe that ~ ~
”‘not a smgle of these cases would come through a “leglslatrve consent” eye bank" In 4. o
i regard to the questrons listed above not a s1ngle 'one can be answered through an autopsy. -
. Are we rulmg out quahty tissue wrthout cause oris thrs a double standard within the rule? - 7
1 also\ﬁnd it hard to belleve that these same donor screenmg questrons are mandatory for

o anyone'donatrng blood bone, or other trssues At what point do Jeopardlze the safety of - ‘

. our recipients just to satisfy those few that refu to change? = - AT AN AR A

In closing, I would ‘hope the FDA keeps the final rule as-is makmg a next-of-kin
;mtervrevy mandatory for all ¢ eye donatlons The httle affect ifa any it has on less than a
handful' of cye banks surely is outweighed by the risk we pose to the rec1p1ents ‘

‘b

Please feel free to contac( me w1th any questlons you ma have.f

Sincerely,

Tumpo FL ﬁ33607_“
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