e

/ OLL}’L)@_«m,HL‘ma __Qonc-enrn.,

(B T apam e
6 &4 7 [g h? lzifgf;x ;;)_}7 IM «

: L PATDT
1 am WY\,iTLf,ﬂ n_ Concerning D@C%@Tf‘ A OON ~OFET

, _J .
invelving olinied] trials of &idhe r.Gene Fhera I

J

Keno ﬁcm 3[4/(2 ntation,

This V@Mpasalow{écmﬁs gene thecap ¢ and

Keotrapsplantotion in odpbince with tie sarme

/‘LL[[/\QS of’ information OC( rece L/ relea sed _ib 'Hle,{p ué /[.c,.
| 10(1_, oth er govenn me ntaﬁ encles . Decause oF qra k/e__,f?ué /i

g Hh risks, G{LSYC’;(_QQQ te. should include add +iona [

information such as. FA VE icians , medical centers anc
50 on —maKe Fub(/ca [ 'infermation exce ()+ + racle

_ fect‘e+$ and ”,.Qt,-HemL iQ(e n"ﬁg O,GZ‘HO\A ‘ _
/'_B € FD g m uﬁf;agéu me. "Hﬁe sa(@,. Ces (JO_, ng«.ém{mn[ 7

'@Cm__s_u mmao.r 2.0 e, Q. nd . 0/ istr; Iowﬁ Loe__intoomm ot e L I

E\LBMt#ecf'E 7{%@ etea POL\ SID‘O mé@ Loy et _Lwer\ +han

\e,o{ Ve !IL 7[0 ‘H’)@. SpPponso r{S O(l“SCC r\c:‘ihjlg}f’ .

BGCC{C&SCO‘?C ‘H_L?e/ ; %bllc/wbiaﬁua ~isKs, €+A!C0z/

18s0es , Co A uncestainy . _and_fhe in abil \'ﬂ{ o

deg uvaJﬂ?LZ _agess othec alternativ es ,al [ xeno— _

i o nggﬂa mtédton clinical trials should .d“cf __________

D Nuwzzo

S/ & Main STF-

5 re 47%/’0/ T

OS5

OIHN-OFF7 ez




em

R o)

| [/5 :’/»;05/ = Dmp ; B T |
DocKets h\@”l cvent Srancl,
" D@cf(@"“ 4+ J OAN

§é30 fc’\g/;eri* Lcme @mom
(?ch(‘/l//c’ /}/)qﬂ HOE5 o

/oer*f o

Lalit] ' u‘]-: oy doliduadl, rftf



