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2QH Rl WKH PRVW YDOXDEOH KHDOMWKW \WRROV &H
EHHQ QHZERUQ VFUHHQLQJ ZKLFK D OGI@FHV RGRFIWR
GLVRUGHUV LQ QHWKRIPQW R DIDHFRIALYPH@ME WV B DU G\
SRVVLEOH 2YHU WKH \HDUV WKH BRREWVRI Z&RRIG U
WDNHQ IURP D EDE\JV KHHO ZLWKIK®WEHHQUWM LQF
GHWHFW WKH SUHVHQFH RI RYHU D G LFRQGILOW. FEGV
30DLQWLIIV LQ WKH PDWWHU FRPHY ZWRR® KIRWE R KO D/L
WKDW D YDOLG PHGLFDO SURJUDFGLWH L@ UB F WK HDIQU XF
WKDW WKH QHZERUDPVIFVWNBEORQY S IPRXWHGQDO ZHUH

JROORZLQJ DQ DSSHDO WKH RQO\RXHPWD L LAKIHTK
'"HIHQGDQWV Y VXE V RTXBH@OW HWH VD)@Y RRROHVI H LRR OVD Ky
30DLQWLIIVY |IXQKaDRi¢@sW D ®ich.lLHHSWV ) G WK& L U

$V WKH 6L[WK @DV FXQLWYW B X B WIKGR Q¢ WKIHP DIXG! VDL
ZKHWKHU WKH HYLGHQFH GHPRQVWUDWYHMGWXKIDMK ' M
SDUHQWVY ULJKWK LVORS IGH.Q H\F W HVGH IF UK FE DK HW 1B Q @V \
LOQWHUIHUH ZLWK WKH SDUHQWV Y FVQICROP\H @ WYL UH .
VFUX\dL QD W $V DSSOLHG WR 'U <D QFHL\V WRKIH FIDCH
FDSDFLW\ DV ([HFXWLYH 'LUHFWRU RIYWR 8 DW FHKW XHMQ!

RI WKH 3ODLQWLIIV ZKHQ VWRULQJ WKH '%6 FDUGV"
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E\ WKH H[LVWLQJ ODZ ,W LV FOHRUIXHRR GR § FRIYPL!
IDFW WKDW 'U <DQFH\ KDV QRW WEHMHQRD GODEWWR
KDYH WKH 30DLQ® DIG\P LEVWKG LKBRE & KWIH. EWD BIKGLLW\ |
PHGLFDO FDUH LQWHUIHUHG ZLWK EQWIKIHY DERMWLHR @
HYLGHQFH WKDW 'UFDSDFEMA DY KEFERWWKH 'QIURKA\W E
1IHRQDWDO %LREDQNRKIH G RQKHD D QAMAKKID DY 'Po & FD K
7KHUH LV QR HYLGHQFH 'U <DQFH\ L @I HG JRKQ
)XUWKHUPRUH WKH GRFWULQH RI BRGV VDI W\R L W@ D
30DLQWLIIV VHHN LQMXQFWLYH WHOHBIL HV KHG HFD\Y URK
WKH GULHG EORRG VSRW FDUGV + EJD/QPBOD UWP KD\
+HDOWK DQG +XPDQ 6HUYLFHV GHVW UWR QHKWRF BO®V
KDYH QR FDVH 'UFHS QWKRQIORG <KDY H V X PPDWMHMBX GQ PK

IDYRU DQG KHPLKRRXKGGI ERPGWYXKLY FDVH
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67$1'$5' 2) 5(9.(:

8QGHU )HG 5 &LY 3 VXPPDU\ MXGJPGHIQMW LV S
GHSRVLWLRQV DQVZHUV WR LQW H WRIFDWMKRHILL B VW B
DIILGDYLWV LI RBUHVKR D R K B QX@Q DM/ XIHD DVI DRV
WKDW WKH PRYLQJ SDUW\ LV HQWIOMZHG7 WHR DO XG
ODQJXDJH RI 5XOHWKIF HQDVQG\DRV HAX FDR BYUH\UMXGEH P X W
WLPH IRU GLVFRY HRW®Q DQJ06 DEARQ P BRBADMNHZB R/ KRIZQ D .
VXIILEFLHQW WR H@WH RO LDWX MCKHPRH /W BAN \SHDQ WL P\D |
DQG RQ ZKLFK WKDW SDUW)\ ZLOO ,DHDNXF W OHVE XKD
WKHUH FDQ EH 3QRWR @XQL QA WAWHVUIDDRIRPISFOM W N LIQE B
Rl SURRI FRQFHUQLQJ DQ HVVHQWLDOVHBBWPHQW
QHFHVVDULO\ UHQGHUV DOO RW K H UL VDFHDWY IL RVRODHAGH
MXGJPHQW DV D PDWWHU Rl ODZ’ EHPB)GVW RVRENHR
VXIILFLHQW VKRZLQJ RQ DQ HVVHQSW.PW HOR P & W
VKH KDV WKH EGdb@HCrpRICHEMRRIS 6
J)LQDOO\ 3>L@Q PDNLQJ WKLV DVVHMVIPH @M H ZBIL P
PRVW IDYRUDEOH WR WenHiaQVRUDIiRR Parc@liSeD thiv \

) G WK &LU
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67$7(0(17 2) )$&76

$ 7KH 3DUWLHYV

30DLQWLIIV LQ WKLV DEWLRQ DUHQMDFK RV KRIQSID
PRUH FKLOGUHQ ERIUQLEIQLIDKH BW DAHKIAR WD \F KA IORS\UH
'HIHQGDQWYV 'U 6D @BUD I KDXKFGCA)DBORWKO+BQG 0DU
.OHLQ DUH RIILFLDOV LQ WKH OLFKLJIJPDQ'H 5D WHHH\
FROOHFWLYHO\ 36WBHBWHQ GIDORGIQWHAWVRYKR EHG KM

'LUHFWRU RI WKH OLFKLIJDQ 1HRQDWDO %LREDQN

% 3URFHGXUDO +LVWRU\

7KH 3DUHQWYV ILOHG WKH )LUVW $PHQGHG &RPS(
2Q 0D\ OLFKLJOGLRERDOMND,QF RDQIQMH\$ QW RKQ
FDSDFLW\ DV 'LUHFWRU Rl WKH 0LFRMIIDRXQ1\WR @LW B D

ILUVW DPHQGHG FRF/XOMNM. YWPH5GD\ QGEHOH WW DO WOH'G I

RZQ ORWLRQ WR 'LVPLVV 5¢ DV G886 UVRYDW RFPLSD
5 ( $00 Rl WKH ORWLRQV WR 'LVPIGYM DO BGHEG RVK\

FODLP DV D PDWWHWRERIQIND ZH I ARG D Q WX DG GAL KVDL\W QV
SDUHQWY ODFNHG DWPQDGLRIJII B BUIWH I¥F VURGMND JOHV RA
S3DUHQWYVY KDG QRW UHTXHVWHG WKHOGHBNWQOQX PUVRY

WKH ,QIDQWVYT "%6 FDUGYV
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7KH 'LVWULFW &RXUW DJUHHG ZLW KWHGH WHKOHILLU
PRWLRQV WR GLVPLVV RQ $XJXVW UW JBD QW HK K
PRWLRQV WR GLVPLVV RQ WKH JURXI@GW W K B W L IKHHC
VKRZ WKDW WKH QHZERUQ EORRG VWW H BQ QP HIQRPI
ULJKWV Rl WKH 3DUHQWY RU WKHU®IDXQUWWK HB(KHO Gt
3DUHQWYV KDG QRW GHPRQVWUDW HWBKWW B@ GADQUGW R
-XGJHPHQW GLVPLVVLQJ WKH )LUXGL § P HADG/HKBEQR-
WKDW VDPH GD\ BWLIIVKHOHIEDD &RQLIX RX VB SHDO
2Q -XQH WKH 6L[WK &LUFXLWGSLRPUWVRIO$ESQ HIX
UHYHUVHG LW LQ HSPDW WbiWXR QN KR VILKRARUINL DWW &K X
LOQMXQFWLYH RU GHFODUDWRU\ UHDLBIL@DW B/ KBIL DD
GHIHQGDQWY LQ WKHLU SURIHVVLRQDO FDSDFLWLHYV
& 7KH 3ROLF\ &KDOOHQJHG
7KH SROLF\ LQ TXHVWLRQ KHUH UHTKZERIWYQE MRR

ZKLFK WLPH WKHH® IRQWR ¥ ¥ U/ F UFHRQRIG\D L \KIHO O R R G
3XEOLF +HDOWK &RGH UHTXLUHV WKD®/LQRAERH QW
VWDWXWH DW LVVXWDWHY LQ UHOHYDQW SDUW

$ KHDOWK SURIHW/ILW®B - D Q HFRID@M HRAE R U Q

LI QRQH WKH KHDORKID BIUR CHY WLRK) BOUVDK R |

LQIDQW VKDOO DGPREHN WEBLRUW\FWMYHG WR \

D WHVW IRMKHDIRRORRZLQJ

D 3KHQ\ONHWRQXULD
E *DODFWRVHPLD
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F +\SRWK\URLGLVP

G ODSOH VV\UXS XULQH GLVHDVH

H %LRWLQLGDVH GHILFLHQF\

| 6LFNOH FHOO DQHPLD

J &RQJHQLWDO DGUHQDO K\SHUSODVLD

K OHGLXP FKDLQHD$\GHKRBQRPHQDVH GHILFLHQ

L 2WKHU WUHDWH BQN CEEO. @WKBQGEWW GREAV DV

WKH GHSDUWPHQW

08&/
7KH EORRG GUDZV WDNHQ IURP QHZERDWDNVWRI \VGLUIR-
DUH VHOI HYLGHQWO\ GRQH WR SUINXBWWHRW KOH WSH\E
EDFN 3SRVLWLYH WKH UHVXOWYV \DKIHIQON B H JXID SRS\
SHUM R parenis WR DOORZ WKHP WR GHWHUPLQH
0&/ )XUWKHU WKH OLFKLJDQFRBREWWMHHVRR Y

LOGLYLGXDOV 0BH FRPPLWWHH AREMUWWVRRA W]
JHQHUDO SXEOLF D@GHPRGK RHMBEHJ | RIORD REZLLRKIL JD® >
QRQSURILW KHDO® KWHH K LFRU $RQ IKW DR VIDK/ \DROFG. IX\N &
OLFKLJDQ VWDWH WHGLEGDRK VRFQ HRWID\N RB Q WK'l+F 60\
PHGLFDO VHUYLFHVODBGELDLYNWLDIWLKGDDWKRD G PL
QHRQDWRORJLVW ZIEW K NH[SRMXQE QFH QHYERY® KWHDGI
PDLQWHQDQFH RUIJRQL]DWLRQV

2QFH WKH LQLWLDO VFUHHQLQJ LVGFRDQR EW KW R I
XVHG IRU PHGLFDO UHVHDUFK GXUH® X Q& H UU Y XVEHELW

D DV ORQJ DV WEBHFRHIGL FIRQ) ®XFPVKB®/ 1SQ HDVAD P BY
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FRQILGHQWLDOLW\ RI WKH WHVWFWXE NPFQ W OEMH EW
UHVHDUFK ULVNV XQGHU VXESDUWWORI SRUW K HRA R
IHGHUDO UHO&ODWLRQVE

7KH '%6 FDUGY DUH VHQW WR 0'++6 DQGWXODFH
0'++6 %XUHDX RI /DERUDWRULHV 7K HWLPLHH & CEGOHRR @
FXVWRG\ DQG FRQWURO RI 'U 6DQGERGBERRWS\E WRL
DQG OHDUQ RI DQ\ PDODGLHV GLVRGIGHUWYH@®W GLVR
DUH WHVWHG IRU LQFOXGLQJ F\FWLLW LIFEO FARLQ/J H\QLLF
GLVHDVH DQG ILIW\ WKUHH RW K HUH GALK/IR URGRVL\R Q3 WH
WR DOORZ PHGLFDO UHVHDUFK WR BN SHWI\RU® H GRX)
FKLOGUHQ LI WKH\ ZLVK WKH\ PD\ UWIKNH%® F® UG
GHVWUR\HG HQWLUHO\ (] JUR® WHHH \ODEW HDW B
DUH GRQH ZLWK WKH FDUG IURP D QKHBRHM. &XD6 HX
EORRG VSRWV JR WR  ZLWK WKH HIBHWLRQ B G DDY
UHVLGXDO GULHG KORRG KISIDWV1HR @IRN VA % KR E DQ
PDQDJHG IRU WKH SRQSRVRIMURVWLEKWI 6DHOKRARQ
&DOOR S
' 5ROH Rl WKH %LREDQN

7KH %LREDQN LQGHILQLWHO\ VWRUHWXWKHD@GD

KXPLGLW\ FRQW UR QJHDGLID RO QW DALV IPBIY & WD W B R Z
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7HFK 7RZQ 'U <DQFH\ WHVWLILHG WKRBWH6RHWRN %I
ZHTUH MXVW D GHSRVLWRU\ D VW®R\UDWH DH MK HV R OFF
7KDW V ZKDW ZH GR °~ (] S J DQ GKDWG LR/ \EK BV
%LREDQN GRHV ZLWSH WHKHU'RAK6 IFHDTUOGHW WY H | R\ RI QOGP B/
VFRSH Rl WKH %L RE®IQMNLNVV U HWY S R IQEW\ *WZHE WH QL KK
FRPH GLUHFWO\ WR XV OLNH UHTXH\KWW IRWU VEOR DG S
SURFHVV ZH VHQGEB¥NUMRKWR B RYHEWD QG GW K HE XIBIOW
PDNH WKH GHFLVLRQ LQ WHUPV RI ZIKFD QW X \DHS BUKRIY
VSRWV IRU ZKDW RNBWHVHDUFXSS XU
7KH %LREDQNfV 5HODWLRQVKLS :LWK 7KH 6W
7KH %LREDQN LV RQO\ LQYROYHG DLDWHK W KH 6/ WR
3GRHV QRW KDYH WKH ODERUDWRU\ FQS D FALKWH DR »(
RI IUHH]HU VSDFH WKH VRIWZD U H G\XKDDONVVIS\H EIHPTEKQ U H
ORQJHU RI SHULRG RI WLPH LV VRPH\DPNL @J WHTDOM W
+XPDQ 6HUYLFHV XQGHU WKH OLFKLJBQN% HRILUPKM WD
1IHRQDWDO %LRETHGNRI §PUDK /\RQ &DOXXRIWKXKHUPRU
WKH UROH RI WKH %LREDQN LV RQUIHWK®DKH L'¥% QB DL
UHFHLYHG IURP WKH VWDWH LW 6 X0 OVKWKHVDORR B

WKHP RXW DV GLUHFWHG E\ WKH VWDRMDHU QY ZQ WKK M §
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QXPEHUV LW GRHYVFYRWW EHYWHAIQHLO'&+AD HRIWBWRULRIV
UDQGRP FDUGYV

4 :KHRX JHW D UHTXHVW IURP WKH 6WDWH RI OL
EORRG VSRWV WKIHA QXPHENRX WFRHBXIOO FRUUHF
$ 7KDWYV FRUUHFW

4 7KH\ GRQTW MXVW DVN WR SXOO UDQGRP QXF
$ &RUUHFW

4 6R LQ ROH Rl WKH K\SRWKHWLFDOSKWKDW 0U
VD\LQJ SXOO WHQ LVOPHEW HW WL NV SRIF MKR\OKPEHU!
VDPSOHV WR SX®WOSXBR DRXWERJJ FRUUHFW"

$ 7KDWYTV FRUUHFW

<DQFH\ ([ Ss

30DLQWLIIV KDYH DOOHJHG WKDWOHY D& GLOGRQV
LQGLYLGXDOO\ RU FROOHFWLYHO\ GUHRNVITX IDUEHR XWK HV K X
VSRWY DQG DOVR VRWQHU LRUR Y P VW HRIQU QWO X GQL IR
JHQGHUV ZHLJKW JHVWDWLRQ WLPH EDRBGZKHW@®AM
ZKHWKHU SDUW RI D VLQJOH RU PXQOWILSOH \QW ZERIR
VWDQGSRLQW RI WKH %LREDQN DQBH U$ \k BRINVHF\U LVEE KIE
'U <DQFH\ WKH %LREDQNTV MRE LV HVVHQWLDOO\

6R EDVLFDOO\ RXU UHODWLRQVKLEDDLON KMWKW 6\
D VWRUDJH IDFLOLW\ VR ZKDW KISRMQYVWKDWK D
DUH OHIW IURP WHVWLQJ DW WKHW WERWWK®D E

%LREDQN WR WKH RSHUDWLRQV WKBW WKRYBJH
EORRG VSRWYV DQGRIEIH BVIXWHHA DQ CRXW NKWRWBJIH 1D
SUHWW\ PXFK ZKDW ZH GR VR ZKHQ MWMKRVH EORI
IURP WKH = /DQVLQJ VHQGY WKHP WRRWKH 6WDYV
HVW *UDQG %RXOHYDUG ZKLFK LV ADMONLQJ GL
'H KDYH DQ HPSOR\HG WKDW SLFNV XS WKRVH
UHVLGXDOV MXVW OHIWRYHU DJDISOWKRWPHWKH 6
EORRG VSRWYVY DQG ZKDW ZH GR LV ZWKBDWDORJ !
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HYHQWXDOO\ IURP WKDW V\VWHP LWNMHV LQW
WHPSHUDWXUH FRQWUROOHG $QG VWKEH KDYH
EORRG VSRWV DUH 7KH\ FRPH ZLWKGKJLWLWK ,

QXPEHU ZKDW{V FDOOHG OLNH DQ+GLDMN EXWVV
WKHUH LV QR *+ WKHUH LV QR LQIRUPDWQRQYMRQ V
VWRUH WKHP LQ QXPHULFDO RUGHKHAQ RVHUPV R
LOQWR RXU VWRARDWHK DOVF VOARMDW ZH GR

<DQFH\ 'HS (] SS

7KH RQO\ WKLQJ WKH %LREDQN DQG "TKHDKIFHH C

QR ZD\ RI NQRZLQJ ZKDW LV RQ DQ\ JUYHPHG VKDV G

KLYV GHSRVLWLRQ WHVWLI\LQJ

4 2ND\ 6R WKH 6WDMWH\RXVKWKH WKH EORRG"
$ 7KDW V FRUUHFW

4 $00 ULJKW 'R LRXRNORW IZKQWYV WKELODEO
6WDWH LQ WHUPV RI GDWD DVVREGXWBEORWRK SD
VSRWV"

$ 1R , GR QRW

4 ,V WKHUH DQ\ VRUW Rl GRFXPHQWBWWRQ WKL
Ll , ZDV D UHVHDUFKHU FRQWDFWLOH\RXGVD\LQJ
OLNH WKHVH O 8 \VOZ N\W KAMK K HWIDFE S\DHUM. ¥V RN U F
KRZ ZRXOG , JR DERXW JHWWLQJ WKDW"

$ 6R WKH\ ZRXOG EH UHIHUUHG BEIFKN MR 6 KHOI
DQG , P VXUH WKDW WKH\ KDYH D ZDLIWWBWW\R X
LQIRUPDWLRQ DWXWK,HGERDNWHK O MRAGMOK EW LQIRUP
'HS RI <DQFH\ (] S

%LREDQN VWRUHG "%6 FDUGYV DRG RHQ'G¥6WKH

QRWKLQJ PRUH

7KH %LREDQN +DV 5REXVW 3ULYDF\ 3BURWHFW

3ODLQWLIIVY] KDYH H[SUHVVHG FRQFHBURINUOER X'

SODLQWLII $VKOH\ .DQXV]JHZVNL IRG MPDIXHFHOHR QWFHHVU
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SULYDF\ EHFDXVH VKH GLG QRW N QRKDVE KW ¥ PEDHA IO
EHLQJ JLYHQ DQZHWVH7HKEWONQRZQ PDNHV BWKIRQG
.DQXV]HZVNL 'HS S 30DLQWLLIL$GD R L.DLIDO
VD\LQJ KH KDG SULYDF\ FRQFHUQV EKH\FXWHKR X&/RIG
VWRUHG ~ ([ QX\MJBRV.®L 'HS S
30DLQWLIIV H[SUHVVHG FRQFHU Q¥ WK DW G \& UHDFK
FRQILGHQWLDOLW.LS U RVKHF %I RYDD/VORHINH 6 LD R UPQGV |
WKH ,QIDQWYV WRHEH WHY FID GHE V AHIKQBELMG B X\F RGLAE X I
LV QRW WKH FDVHWK®W \Z KIQG [DV S/XEWFHIBY G ERPDHIQ NW R
ZKDW ZH GR LV ZH FDWDORJ WKHP LQWRP D V\VWF
WKDW V\VWHP LW JRHVY LQWR D VARRWDURIOIDKGOL
$QG VR ZH KDYH QR LGHD \RX NQRZ\ ZKR WKH
FRPH ZLWK XV ZDMMKQ, HEIHIXKIWA GH VWD Q)XORHESH OL XK D V
D LW YV DQ DVVROELD® LERMWZAH. WEKWIK W K HULHV L RQ F
LOQIRUPDWLRQ RQ WKDW DQG RXU XMREUL¥IEDVLFC
RUGHU LQ WHUPV RI WKH -XOLDQIGBWH WO G/R KH
WKDW V ZKDW ZH GR
(I <DQFHDWHS
W LV XQGLVSXWHG WKDW WKHUHQLR UPRDWDRRRI JI
DERXW D SDUWLFXODU LQGLYLGXDO IURP WKH 0
'U <DQFH\ WHVWLILHG
4 ,V WKHUH DQ\ VRUW Rl GRFXPHQWBWWRQ WKL
Ll , ZDV D UHVHDUFKHU FRQWDFWLOHBW\RXGVD\LQJ

OLNH WKHVH" = 3,1G OLNH WKH V DIFRSHOHW WILWYX W K
KRZ ZRXOG , JR DERXW JHWWLQJ WKDW"
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$ 6R WKH\ ZRXOG EH UHIHUUHG BEIFKN MR 6 KHOTI
DQG , P VXUH WKDW WKH\ KDYH D ZDLIWWBWW\R X
LQIRUPDWLRQ DWXWK,HGRODW H DHRIQWK DEV LQIRUP
<DQFH\ (] S

‘U 6KDK FRQILUPHG WKH FRPPLWPHQWSWRLSWIRYQ

KHQ GLVFXVVLQJ WKAIHZERIRVAFRIHWMQYLWYW KEKW ZDV FC

«,W LV D SXEOLF KHDOWK WHVWLQJ 7KLV LV
LQIRUPDWLRQ RU EB8\@\WDWH HORHY QFOW KDYH D
LOQIRUPDWLRQ <RXGNGRQ\ERXNDANOQRRXOG QF
WKHP WR HYHQ FRPH QHDUE\ PH 1® VWDWRW JRI
SXEOLF KHDOWK ODERUDWRU\ GLUIRHEWAQU , , KDY
GRQ W DOORZ WKRYH W RWVHVRURIRQRWKHU WH

$00 , KDYH LV QHZERUQ WHVWLQ.D®&DW DA RN H
LW 7KHQ LW JRHNVLQMLR MINKR/WND FGR PERY/WL @ HO D W H
KDYH ERDUGY WKDW PRQLWRU WK B RUMMHDMLAKY D F
ZKLFK SHUWDLQ WRRUSKHQIHA LKM DRRMB®& ORURU S )
JHWWLQJ EHWW HUUW HMWL G I IRR WARHIRGBIWP RUH D Q
([ SS

(YHQ ZKHQ D VWXG\ LV DSSURYHG RWKBSW HDHIUH GW

LGHQWLI\ WKH SHUDRQYQLBRBMKEP RS VSRW ZDV GU

6R ZKDW KDSSHQV LV WKDW DQ\WLP&HWBMMHW D VYV
WKDW DVFHQVLRQ WKH DVFHQVLRW BXPEMU WK
GLIJLW QXPEHU ZKDW KDSSHQV LVWWEKDWRXHQ LV
RZQ QXPEHU WRR WKDW V DWWDFKHGVWR WKDW
LGHQWLILDEOH DQG WKHQ ZH JR WXRMKHK DQRYV
LGHQWLILDEOH QXPKHW EY R GG& I QUQRGEWKUHH GL
RQ WRS Rl WKDW QXPEHU WKDW FRIFH\G LR VR L|
NQRZ \RX NQRZ ZKDW QXPEHU ZDV EXQGHG IRU
RI WHOO WKHP WWREWU 6R LI WRPHY DWRP WKH 6
ZH OO0 DGG D QGV RQVKRHESRD Q\ VBR®/'V WKH\ U
<DQFH\ (] S
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7KXV WKH %LREDQN UHFHLYHV '%6GFZKBEY WK DMA \DSF
WR DQ RUGHU IURP WKH 6WDWH WRUVEH8 G GXIGWDI IVt
LQIRUPDWLRQ EHIRUH VHQGLQJ WKH FDUGV RXW
( 7KH 3XUSRVHV 21 5GHWDLQLQJ 7KH '%6 &DUGYV
7KH '%6 FDUGY DUH UHWDLQHG DIW BV RIHZE)RWQ
RQH LI WKH '%6 FDUG ZHUH GHVWUBHSG D WPW & HDWH-
ZRXOG ORVH WKDW DELOLW\ WR \G\RXUWQ F,H ZHHKDREX O
WKDW DELOLW\ DV D ODERUDWRU\ "30JH 'HS RI 'U
$GGLWLRQDOO\ UHWHQWLRQ RI WKH PSR FWDGW I\RR
QHZ GLVHDVHY WR EH GHWHFWHG ZRHWNV $W ZIHH AW
s>SW@KLV UHVRXUFHV LV VRPHWKLR DWE DWW WK® BHH X
RI QHZ WHVWYV IRU QHZ GLVRUGHUW &HWQV DBOLP SWF
GHYHORS QHZ WHVWYV WKDW ZRXO B UZHUEOR | WWHH GHH
SHULRG WKURXJK WIKH SHRERVY RBURRRBNY HP\H G WF V@
ELUWK ~ (][ S 3HU 'U ROXOK WEZR WKV DY HU
HYHU\ \HDU (] S
) 7KH 30DLQWLIIVIWHKSHUHL HBEERUQ 6FVHHQLQJ 3U
$W WKH WLPH Rl WKH ELUWK Rl HGBKZ QLYG®WR UDV
VDPSOHV Rl EORRG NQRZQ DV EOWRB MBRWW VIJQE WK

,QIDQWVT EORR GWASIRQWM HZIHWHHGWZK.MVE L QW K WIRRIX WLVO RV
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FROOHFWLRQ GHYLFH FUHDWHG IRU XV#% (R RG+ 6 6 RDA
3'%6° FDUG 7KH ECRRBGFYKDIREIOK W RDM WHKHQ DRMHG R/
RI GLVHDVHY DQG RU GLVRUGHUYV

JRU EORRG VDPSOHV GUDPZOYHBW IR UOW RD O DIX® RGIL
SHUVRQV IURP ZKRP WKH VSHFLPHQ DWW RR GPADHVARNJHL (
may request that their specimen not be used for any resealeh, FRQWDFWLQJ '
E\ WHOHSKRQH RGIRHULD ~ (WKH 0'++BHIZERIUR RBOUHH C
ZDV FKDQJHG WR BHTSMW HQSD P HD®LVQWRS D UH Q ARDWHK.B
SHUPLW WKHLU FKLOGUHQYV '%6 WH EH XXUW®KRU W
SDUHQWY DUH LQIRUPHG 3<RX PD\ BN «+RMY FROXAUD VY
DVN WKDW \RXU VSRWYV UHPDLQ VWRBRVH G&GDBDXOW0 GRW I
PRUH GHWDLOV 7ROO I'UHH /KH B WHKQW VP DWWHL
QRW HOHFWHG WR RSW RXW RI WHWWHQ'% 6D RBUG®YXH
GHVWUR\HG 6HH H J (]

30DLQWLIIVY] JHDUV $UH 8QIRXQGHG

SBOWLPDWHO\ 30DLQWLIIVY IHDUVWRIFDLF® HRVM DAR LV
XQIRXQGHG 7KH %LREDQDN KR HW IRRAPOBNER QGR QD W KIE
QRU GR WKH\ KDYH D ZzD\ WR LGHQWLWWYV VW RQBGYLJ>
S $V IRU WIKHHQ 6WRQWH ' 3 HHERHQWVIWF VBHRW AR

LQGLYLGXDO QR 7 KHHWHV B U H7 KID[ WGP DMKLHR @ @G\ KDY R
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WKH\ DUH DOO LQWR RXU /,06 PHDQL\QWHPKBIQGD EWR U/
KLIKO\ VHFXUH W V QRW HYHXRQKWHKH RBERXUNYM L
FRPSOHWHO\ VHDOHG ~ (] SS
$Q $OWHUQDWH 5HPHG\ ,V $YDLODEOH

30DLQWLIIV WHVWLILHG WKDW WKWKUY BRI RMHUXFW
RI WKHLU FKLOGUIBEMY H%B FOUGVISYROHWLBQXR/IHZV
DW ([ 'HS 21 6KDQQRQ /D3RUBH DIW\QHW W
'LHJDQG DW JRUWXQDWHO\ [IRBL&HPHPWM K
DYDLODEOH WKH\HVMQU XFHW KR §VWR MEDHYEEK HDRIG & TJO O F
0'++6 WHVWLILHG

4 $QG WKHUH DUH SROLFLHV LQ WODRK ZKHUH

NQRZ RQFH WKH\ WPHDIMFRKUWWH BDI® RBTXKHGW WKI

EORRG VSRW FDUGYV EH GHVWUR\HG FRUUHFW"

$ &RUUHFW

4 $Q0G GRHV WKDW UHTXHVW JR WR '+6 GLUHFW

$ <HV ,W JRHV WR WKH OLFKLJDX 'HSDUYV

BHUYLFHV 7KHUH LV D IRUP T7ROHMBRZ QHHG

GULYHUYV OLFHQVH ELUWK FHUW LWLKAD ®HU WRQW |

ZKR LV UHTXHVWLQJ GHVWUXFWLRZH KDV I\RKH DEL

WKH ULJKW PDWHULDO DV ZHOO

(I 'HS 21 GRQDKDOOR S
$PD]LQJO\ QRQH RI WKH 30DLQWLIFX LORBRINM QT DFEVE
GHVWUR\HG DQG QRQH RI WKHP HYHQFKDR® ZHWHKIWK
30DLQWLII $VKOHR\D\MD QRVWMWIZRANQRDUO\ UHYHDOLQJ

4 'R MRXYH DQ\ HYLGHQFH RI DQ\ERIG\ XVLQJ \R:
IRU DQ\WKLQJ"
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$ 1R

4 6R WKLV LV D VSHFXODWLYNDLOLVRQERWQD Q
WKDW \RX YH VHHQ KDSSHQ DOUHDG\"

«

$ <HV

4 \RX KDYH DQ\ HYLGHQFH RI DQ\RQH V JHQHMW
REWDLQHG |URP WKH QHZERBURJUDP"

$ 1R

4 $QG ZKDW DURXWIKH \BXVYUNRSWRLRQ RI SDUW
WKH ELREDQNLQJ V\VWHP"

$ /TR PH" , GRQ W NQRZ
4 ,Q \RXU RSLQLRLYNAKRWSDWHNVHALERBNDLN" LQ W
$ , P QRW VXUH , JXHVV | GRQ W WRRAULVNVZD

DUH LI WKHUH DUH DQ\

4 6R \RX GRQ W HYHQ NQRZ LI WIKWMURXDUH DQ\
MXVW WHVWLI\LQJ WR"

$ <HDK %XW , ZRXOG OLNH WRENQRZGRQ MHO C
OLNH QRW NQRZLQJ ZKHUH RU ZKDW WKH\ UH XVL
4 $BEDXVH RI WKRVH FRQFHUQV \RX WRRN S
SULRU WR ILOLQW RVKDW IOV WILIDWHRQV WKDW FRU
$ T7UXH

([ $VKOH\ .DQXV]HZVNL 'HS SS

7KH RWKHU 30DLQWLIIV GHPRQVWURWMGNVRHXLKRDG DR

RSWLRQV DYDLODEOH WR DGGUHVV WK HIQY)Y HRW E HJV

QHZERUQ VFUHHQLQJ SURJSBRISULRU /WRRIWWHQ H & X

([ ‘LHJDQG 'HS S H RR S/RKJAV B QWHQ W

WKHLU DELOLW\ WR GLUHFW PHGLFNOLQHFBFQVLRI)QV

FRPSURP3e¥,G ([ S ( Ss ([
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$5*80(17

$ 7KH 4XHVWLRQ %HIRUH WKH &RXUW

7KH RQO\ UHPDLQL@H TXKDMW BRQ UBH | IRYD @ MR K t
VXEVHTXHQW UHWHQWLRQ WUDQVIBWH DWIGH VDR .
| X Q G D P H Q WKBrDszZevskikMMich. HHS ) G WKg LU $V
WKH 6L[WK &LUFXXRWHIBU HMIOW \T XBVWDRO® RZK HIWM R I
HYLGHQFH GHPRQVWUWDWHNFWEK R @ V\MLIGHD SDUHHDNGY § LY
GLUHFW WKHLU FKLOGUHQYV PHGLIF® OL ©BIWHU IHQGH
SDUHQWVY 1XQG D PW RMWD @V KRV KWOVF RAKRNDRUIN WD Y H

$V DSSOLHG WR 'U <DQFH\ WKH IRB¥WLRIQD LKL
RIILFLDO FDSDFLWUYHPWEHFXWKKH 00 F%LREQ QN RDLOR/
WKH ULJKWV Rl WKH 30DLQWLIIV ZRE BDWWIRIRIPQG LW K|
WKDW WKHUH LV Q&LDXOHNMVEMR QY KROQYRIWWIINHH D KD \D F
YLRODWH WKH ULJKWV RI 30D L QKHLUVRD® WD &P LY\H W
WKHLU DELOLW)\LW®WR WGHQHF W HEG K FD @ LIKKU B\ LVQ KHH D FHA
‘U <DQFH\
% 1R 5LJKWV +DYHUWHBHQ WEWAWU'IU <DQFH\

7KH 6L[WK &LUFXLW DVNHG ZKHWKHWY \WR B HYWE F
DFWLRQV LQWHUIHUHG ZLWK W K& US-DQIHQRVVIIL B DK AD

HYLGHQFH FOHD BO\DILQGLLA DWHIVQWQ IR KW H H W HVKKD V  E K
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LOQWHUIHUHQFH ZKWK RQ WXHWICDUQWX UV WIQK BFQQ
WR LV PHUH VSHFXODWLRQ QRQH\RKIDWHKHY XO B IU@\ELDI
LOQMXU\ RU LQWKUDHJUJUHQNFHFIVHG ULJKW
6HL]XUH '"HILQHG
$ 3VHL]XUH ™ RI SUBRSSHUMRH SSHFRX WW HKRHFAK ULV Y RIR €
PHDQLQJIXO LQWHUIHUHQFH ZLWK W LQGUKD®XDOR
United States v. Jacobsen 8 6 I (G G 6 &W
$ YLRODWLRQ Rl WKH )RXUWK $PH XQRHDPWRQ D
VHL]XUHV UHTXLUHY ORRNLQJ WR WXRHUW RWD@QUWL R
MUHDVRQDEOHQHVY LV VWLOO WKHKXGWH®BDWHQ WW
Camara, supra DW ZKLFK PHDQV WKDW QXPHWRXYWLYHL].
FROQVWLWXWLRQDO VFUXWLQ\ $V LV UMDXH QOE GRAIG
GHWHUPLQDWLRQ ZLOO UHIOHFW D pFDUBIXO SEDQ
LQWHTU HWWsupfa DW Soldal v. Cook County 8 6

/KH 3DUHQWVY 5LJKW 7R ODNH OHGLFDO 'H]
, QWHUIHUHG :LWK %\ 'U <DQFH\

$V QRWHG WKH 6L[WK &LUFXLW UHPDHY®NG LVQHK |
ZKHWKHU WKH QHZERUQ VFUHHQLQJVESWR UWD R W QWRH
WKHLU FKLOGUHQYTY PHGLFDO FDUHS BRWHDP GEVNGE RQ
LQWHUIHUH :KHQ DVNHG SRLQW EO D8 WNRIKHDW KHQGW

VWRUDJH RI WKH LRDBIGM GQW ) 9 VH'@H6®/ \Z WWMRKGWHKHE W 1
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GHFLVLRQV IRU WKHLU FKLO G U HQVWIQNSBHIEHGHV V D O (
S ([ SS ([ SSQGHHG DVLGH
WKRVH RXWULJKW DGPLVVLRQV QRW RR®GFBHWHKHQ
VSHEXODWLYH KDUP ,Q IDFW DV IQFRDOMHIG HZIHWGL BB W

RQ HYLGHQFH EXW IHDU
4 'R WMRXYH DQ\ HYLGHQFH RI DQ\ERIG\ XVLQJ \R:
IRU DQ\WKLQJ"
$ 1R
4 6R WKLV LV D VSHFXODWLYMNDILVRQEORWQD Q
WKDW \RX YH VHHQ KDSSHQ DOUHDG\"

«

$ <HV

4 'R \RX KDYH DQO\RQHEWQHIHRWILCF LQIRUPDW
REWDLQHG ITURP WKIHKQAUZERSURJUDP"

$ 1R

([ $VKOH\ .DQXV]JHZVNL 'HS SS

7KH FRQFHUQV = WHKIDMEW KK NSHRIWUPHBVYHDUFK + DUH
K\SRWKHWLFDO (YHRWLK\S R W\KAMLULIFHY ORW<BQFH\V
DXWKRULW\ WR UHPHG\ WKHLU KDUP% B8 KB WEL\R BWQV
GLUHFWLRQ RI 0'++6WHUMKIHW BRWHIPW GL @H RIL GOD.F\AH
WR SUHYHQW WKLV VSHFEFXODWLYH &IVUP S OR P HRIPEKWV
WKH '%6 FDUGV HLWRKHWIKQHRWE EHXVWER\HG HQWLUH
D $Q\ $OOHJHG ,QMXULHV $UH &RQMHFWXU
30DLQWLIIV IDLOV WR GHPRQVWUDWH ® E\ DF W X

<DQFH\ 3$FWXDO RUJHRPUBARRQW HGWRBDINS B/HKGIHIGD R B
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VXIILFLHQWO\ WKUHDWHQLQJ DQGR®RW XP\HUHOD WWKH
SODLQWLII ZKR KBVLQNKQ LWVRXEMHFQGRIFW (RR W GGHR \W\L I
YLUWXH RI WKDWVNV@MX W\W DWKHH W RNFOW W/ LZIKWF KQK HF R Q
EHHQ VXEMHFW UHJDUGOHYVWBised BRdgeWb.AQO/DivisW KH K
8 6 RXUVH 3*>ROQH@ WRHNZDRW W E
FRQVXPPDWLRQ RI WKUHDWHQHG L QRdritsyivaWaRv. REW D |
West Virginia 8 6 TBABbMY WHRarnh Workers
8 6 3>7TKH@ TXHVWLRQ HHKFRIFBSHW KZWKHIDWK |
VXIILFLHQWO\ UHDO DQG LPPHGLDWH WR" VKRZ
O'Shea VYLittleton 8 6
7KH 6WDWH RI OLFKLRD QRPEXQWWHCGWDQ®W KTV
SURFHGXUH RQ 1HZERBIQP BRWHHIQIHFW&EY H 6WW\S WW R K I
FOHDUO\ DQG XQDPELJXRXVO\ WKDWQQBMTRIQWOW RDK
EORRG VSHFLPHQ QRW EH XVHG IRU UMHWVHHNW &K
VSHFLPHQ EH GHOWKR\RUMH®G GVKHQSBHOHYDQW SDUW
7KH '&+ ZLOO PDLQWDLQ RU FDXVH WBRLHEHK VWRUL
EORRG VSRWV LQGHIIOCQHWHO)\ J IDUHWR QW R I
IURP ZKRP WKH VSHFLPHQ ZDV FROOHFWHG DIV
P D MR bhdyWréquest that their specimen not be used for any
research, E\ FRQWDFWLQJ R&QH ERUNPIDHGEK3DUHQWYV
JXDUGLDQV RI DQG RU SHUVRQV IURA&KRP WKF
DIWHU UHDFKLQJ WhikaiAdrdguedt tRalt tReld BpBcunen\be
destroyedE\ SURYLGLQJ WKH QDPH GDWH RI ELUWK L

WKH LQGLYLGXDOHBRPHOKRPVWHROORNFWEEB DQG P
FRSLHV RI WKH LQGLYLGXDOYYV ELUWKHGIUWLILF
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LGHQWLILFDWLRQ HJ GULYHUV KOOWHWKH\ RU S

KDYH DXW K R UWDYFK WR URHDIXH V W

([ HPSKDVLV VXSSOLHG
$GGLWLRQDOO\ XQGHU 0&/ ZKL@RH 'PH6GEBD G
UHVHDUFK WKLV FDQ RQO\ EH GR QK L3\ \F DREX FI\H @/
PDQQHU WKDW SUHVHUYHV WKH FRQIGAHNQRR Q\DLLWWA |
SURWHFW KXPDQ VXEMHFWYV IURP UMW D UR K VUXLE/MKD ]
$ RI WLWOH RI| WB8 BRGXOPIWHRBGYV 'EO&LRW RQO\ D
WKHUH SURWHFW LRI/ WIQIEW WZ R K BIGL DVGRXDA K HWHKDHU H
EXW XQGHU WKH SROLF\ WKH\ KIDWHH W/HKHHL B SPKILRG
EORRG VDPSOHV GHVWUR\HG HQWLUHO\

& (YHQ ,I 30DLQWOLYH/ % BIHIXWQWHU I HOHG\:LWK 7Kl
6XUYLYHV 6WULFW 6FUXWLQ\

7KHUH LV $ &RPSHOOLQJ 6WDWH ,QWHUHVW
W LV XQGLVSXWHG WKDW WKH \DZNWWHR SJHRWDH ©
SXEOLF KHDOWK 7 KHc6$@ . WRIdadhBsxtts W & @
LQ XSKROGLQJ D ODWHDFKXNMHWRDQGCQW RUD YOWWL QP
SR[ VWDWHG WKDW
7KH DXWKRULW\ RI WKH 6WDWH W R G Q/RF 2K DA\ LV
LV FRPPRQO\ FDOOHG WKH SROLFH S§RZMRW: D SR
VXUUHQGHU ZKHQ EHFRPLQJ D PHPEHU RI WK
&RQVWLWXWLRQ $®WKRXJIK DVMIQLHG FRMUMRD Q\ DW
GHILQH WKH OLPLWWWRILWKODW SRAHWLWRWO\ UH

DXWKRULW\ RI D 6WDWH WR HQDFWITKDRD\QWLQH
GHVFULSWLRQ ~ « $FFRUGLQJ WR VHIWRNOHG SULC(
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6WDWH PXVW EH KHOG WR HPEUDFHNLRRWVOHDVW

HVWDEOLVKHG GLUHFWO\ E\ OHIJLKNOBWEOHRQDF

KHDOWK DQG WKH SXEOLF VDIHW\

Jacobson v. Massachusettd W internal citations omitted.

7 K¥cobson& RXUW FRQWLQXHG VWDWLQJ W KWMNXIWKLHR @
RI WKH 8QLWHG 6WDWHV WR HYHU\HYHQRWRQLERBWHW W
DEVROXWH ULJKW LQ HDFK SHUMRXBMMRNVDH) FBIW &R G
IURP UHVWUDLQW G/ KUHHWHV D D HQ MD/Q WITRRXXK L M KQHH Y H VWV
VXEMHFW IRU WKH PRP RRWX H B RED VAW R B RX@LF HER WRH
ZLWK VDIHW\ W RadoW¢dsh,PMWPEHUV -

OLFKLIJDQ FRXUWW KB Y3R O GR\S WRDJacdbsdv RHGC/ H G
KDYH KHOG WKDW WKH VWDWH KDWY BRR®GRMNAW WRW
K H D O Rogowskpv. Detroit OLFK WKH OLFKLJDQ 6X.
XSKHOG WKH &LW\ RI " HWURLW YV JaoobsobD GG WMRIN R {
3:LWK UHVSHFW WRRY WKW\ KKILLHH LFER MOWDW K HLWY WU KIHH R V €
DQG ODZIXO HIHUFLVH RI WKH SROIOFH WRL2AH URD /X I
RXU JXLGDQFH WKDW WKH 6XSUHP IS RN WKH
v. Massachusetts 8 6 6 &W Rogb@ski D W
Rogowski FRQ WL Q XH GacébBonDX R WHHDW OHQJWK GHIHUUL
GHFLVLRQV UHDHRKWGUE\ MK Y WOHW X@J5 3 % WXAKSH WFKREK UXAC
RI DQRWKHU EUDQFK RI JRYHUQPHQAN WIKDW WE&M XKF

DGRSWHG XQGHU WaVHDWH) PWR. iSQ BRW MEHOIW WK HZ B M REBLC
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DQG QRW MXVWLILHG E\ WIRdgovWski BNW qubtid_dddobsoh WK H F
DW
7TKH XOWLPDWH FRQueWWsK &IRRKQWIZIVKHNVNKDW S XE(
GHFLVLRQV PDGHHVZWHKH EHRIWHWRQ\GXIVWHR/YV HF& X U W
)JXUWKHU WKDW SURRIV RI WKH FKPUDKEFWHU ZKlI
KDYH DGGXFHG RQ DWWL b & DERIXGG WXKRHWDK VX O WV
GLITHUHQFH RI RSLQLRQ ZKHWKRW K[KBMHRHW. WY O
RI IOXRULGDWLRQ ZLWK UHVSHFW RMR IRXEOLF K
OHJLVODWLYH QRGDWXERQFL WOl RORRARPVE® \E HV K
DQG ZDV SURSHUOV GLYZRVMGEGRR)I RD ODZ E\ VX
MXGJPHQW 7KLV IROORZV DV ZHOO IURP WKF
GHFLVLRQV EHFDXVH WKHUH ZDV QRDIFPWWH RI P
WKH VR FDOOHG IDFWXDO GLVSXVQHWIBGEWWDQOD\ E
WR WKH HIILFDF\ RU HIITHFWV Rl IOXKWUEKDWLRQ
GHFLVLYH Rl ZKHWKHU WKH SROLFH KRYHU ZDV
FRQVWLWXWLRQDO OLPLWDWLRQV
RogowskiD W
KL @bgowski ZDV GHFLGHG LQ SDUW E\ ORRNLQJ DW O
&ERQVWLWXWLRQ RIQ HIITHKMW K KDY WKMW Z@MVILEDAH @ L
OLFKLIJDQ &RQVWLWXWLRQ RI FRQWDL@N WHKIRL
LPSRUWDQFH RI WRKHD IQIHDIL VR Q@ WXRUAS KI\R /VOIWW 8 KW LS
6HFWLRQ VWDWHY 37KH SXEOLFHKBBA®®HDRIGWHH
DUH KHUHE\ GHFODUHG WR EH PDWWHQUNJIRY GGDW R DY
SDVV VXLWDEOH KPPV VRIR WD QWX H ISRIFRBANV KR Q ORV KWK B RS
$UW ,9 7

/KH EORRG GUDZV WDNHQ ITURP QHZBERUIMH WRI V
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GLVRUGHU DUH YR W UMWY\ \8 R 6 XEEOH. / KXDWHADK
WKH DXWKRULW\ Rl WKH OHJLVODIWEORR VLW KGHJ B D
LQIDQWY DUH VFUHHQHG IRU RYHUHVXQQYVHRIL Y D\CH ¥
EDFN 3SRVLWLYH WKH UHVXOWYV \DKIHIQON B H JXIDSRSUL\
SHUiNR® parentis $ SHUVRQ LV LQ FRPSOLDQFH ZLWK WK
PDNHV D JRRG IDLWK HIIRUW WR R HSRH WQWXGIWS R VA
JXDUGLDQ RU SHHQRQWQ 0BRFR SDU W)KKH \WKFKIL JD (
SURFHVV LV RYHUVHHQ E\ D FRPPLWHAPFLRWWHQF R Q'
RI WZR PHPEHUV IURP WKH JHQHUDO RRABOKK RD®RD
JURXSV D OLFKLJDQ QRQSURILW KHDDQKKDOW KF D!
KRVSLWDO DVVRFL® W WDQV HW K H GO LFFIKA KMR B QH RN WW R B
DVVRFLDWLRQ 0'++6fV PHGLFDO VHUYKE®VY FD&RDQM
DGPLQLVWUDWLRQ D QHRQDWRORJLVWQ ZQWXE RIUSH
VFUHHQLQJ DQG KHDOWK PPL@WHQDQFH RUJDQL]DW
7KH 3ROLF\ LV 1DUURZO\ 7DLORUHG

7KH 3DUHQWY DUH FRUUHFW WKDW WKW FXQHV 1B L
$PHQGPHQW SURWHFWY WKH 31XQGD PR QWIRG W LDI\K W/
FDUH EXVWRG\ DQG FRQWURToRI vWGKakMillE F K 180656 U H Q
6 &W /| (G G RZQ DVWWDNDQW H

DXWKRUL]JHG D FRXWW RVORW K 1D QWO BQL MARX F K WLIW IDWDK
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LQ WKH EHVW LQW HHYH\WQNLYI B 1D W ISHWZHLQMNM W % R XWJ KW
WUXH WKDW 3D VWDMRH VYW LO\RWV Z RIPBHE XA O@WGE IRVCF IRFY
GHDOLQJ ZLWK FKLOGUHQ ZKHQ WHRED IBR&WEGE DO RU
v.J. R, 8 6 6 &W I (G @ ZKHUH F
SDUHQWY DJUHH WR PHQWDO KHD GNW R RVERL W H H WL
QHXWUDO IDFW ILQG&HW KHR &NWDAMVUIPILRWBI\DIGHRTXVURB
VDWLVILHG HPSKDVLV DGGHG 7 KE WIKPKA JPRYZ Ul L
WKH OLFKLIJDQ &RQVWLWXWLRQ RI 7KH @QKUEN O/DNDINJH
SDVV VXLWDEOH OBV VRIR D WX H IBRIFRBRFV KR Q ORNV KWK Bl RS

$UW ,9 ¢ TBROHKDMH KHUH ZLW#&t €&/ 7 KH
OLFKLJDQ QHZERUQ LQIDQW VFUHHQLGSIS G URDBDPL W
HITHFWLQJ DOO EXEUPDY ERHWLIQHWCWI:XE CILUR R R WWBIWW
ZHOIDUH WKURXJK D PLQLPDOO\ LQYDVLYH SURFHVYV

7KLV LV V3pRiing @ HeineRan ) 6XSS G ' 1HE
ZKLFK DGGUHVVHG BDUPK DO ®¥ @HR WMBWBEUG LV B P V B VW
'LVWULFW &RXUW IRU 1Spiernd 2 WX IS\R 4 @ RVGNGWR XWX W QR Q
SDUHQWDO GLVFUHWLRQY ZKHQ R U¥KIHEW VWD HDWQ\G L
RWKHU VWDWH HYHOQDQ@&HSBUNHNERWYDIO RMWAWHEBEWNQ DL
W D Q G3pieringD W  citing Prince v. Massachusetts 8 6

6 &W I (G XSKRO @LSBIOEKICOW RO B kR
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RI D FKLOG ZKR D GQR MG PR R W MWRLKIH R XV JB MV W B DS
UHOLJLRQ IUHHO\ GRHV QRW LQEO X ®IR Q DBHKIMD OMRK H

,Q XSKROGLQJ 1HEURVNQWVVEHEERUW Q& SLWRN U DPW
&RXUW IRU 1HEUDVND KHOG

7KH SUHFHGHQWYV RI WKH &RXUW WKXRIUHFRJQL
HTXDO ZRUWK WKH ULJKW RI SDUH@GWUHYRVEBDUFH
VDIHW\ W LV QRWNKIS GBDOCSWIHEFOHH WK DWW URKXW G DS
VFUXWLQ\" DQG WKXV WLOW WKH WDEVHDQE IDY
DJDLQVW WKH VDKDW RV BKLM GMKHHQP W KHH WHU X H Z
WKH PHGLFDO HYLGHQFH HVWDEOLWHWWILIJIOLIH
LQIDQWYV LV XQGLMBXKHG RRIGUH \BWBRUWHQ/\R TV R
HLWKHU WKH WHVW RU WUHDWPHQBA IRERRUEZWQJ V
DIWHU D KHDULQJ $V D UHVXOWLQWLLY @&RWHV X
JLYHQ PH QR FDVH ZKLFK VWDQGV RVWMXKXBUHFHGF
DGYDQFH 6HH H J (XJHQH 9RORNK G3DUHQW &
&XVWRG\ 6SHHFK BS5HVWULFWLRQV 1 <8 |/

UHFRJQL]JLQJ WKDW WKH 6XSUHKH &RXUW V
VXEVWDQWLYH GXH SURFHVV ULJKW RFKRTE®RQWUR
KDV KDG 3IDLUO\ PRGHVW IRUFH" 37RHGBXSUHPH
DUWLFXODWHG ZKHQ WKH\ FDQ EH UGQVWUDLQH
DVVXPHG WKDW YDULRXV UHDVRQDB@HEWHYWULF
SHUPLVVLEOH DQG&RPWHKRWW RHK ® HNBWWEH MXGJI
HLVWULFW VFUXWEQDIDN HRWKHUFEMNDQWLRQV RPLW
SpieringD W

7KH LQVWDQW FDVH LV $MeigybBligdind® WiIzo Dep'ME P LOD |
Health Servs ) 6XSS G ' 7TH[Doev.Addn®@ G 1 ( G

, QG DOO REHEBLEGKRWHHDW.BO E®LBRRIA NVFY HHX
XSKHOG WKHP ,Q OLFKLJDQ \RX KDDHSD ICHADZE RO LN
UHTXLUHYVY DOO QHZERUQV WR EH VWHHEQHG KRX EBFYR(

ELUWK 7KLV ODZ VHUYHV DQ LPSRUMWD @W \8 XEROLE ]
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OLFKLJDQYY FRQVWLWXWLRQ ,W L®O\FL®PPOD®OS WIQFND
KHHO RI DQ LQIDQW DQG GURSJURP ELO/R® B UWIROE H
HQWLUHO\ LGHQWLFDO WR WKH SURJGDPYDXB R B ORW
VWDWHY 7KH 'LVWULFW &RXUW FIR URNX-URMHMH\QFRRQF KT
YLRODWLRQ DQG GLVPLVVHG WKRVHLFRR®WSULXD
SURWHFW LR/ elgQ(BODBIS SDUHQWYV DUH QRZ L
WR DOORZLQJ WKHLU FKLOGUHQYV (P6t6 FDGY S\DRUHB

FDQ UHTXHVW GHV&VBERXBGWY RQ WKMAKHL WK ([

! JRXUWHHQWK $PHQG®G HG®\® CoLFRDE. G LW\ 7R 6 WD W H
+HDOWK /DZV

7R GHWHUPLQH ZKHWKHU D SDUWWKHD D6 SFFROQLGX
YLRODWHV WKH )RXUWHHQWK $PHQ&RXIQW/YV UDLI B W\ DR
S D U WCrWi¢ah Dir., Mo. Dep’t of Health, 8 6 VWDWHG WKL
SULQFLSOH WKDW D FRPSHWHQW SWHI FOQ EKHDUWD EQ W
UHIXVLQJ XQZDQWHG PHGLFDO WUHDRWP IEIWLRFLDRBEN |
LQ WKH QH[W VH QaeobsRHMBassacKSHKEOIRAN LQJ WKDW 3WK
EDODQFHG DQ LQAIQWBXYBEOWLQLEWB®BL QR RO ®SR K ¥ D
DIJDLQVW WKH 6WDWH{V LQW®GrizbnH BW L CrEar-L YAVHVOL Q J
QRWHG 3GHWHUPLQLQJ WKDW D SH{UN R\QK KID VX Bl 180

&ODXVH GRHV QRW HQG WKH LQTXLW\WL RZXG WK Bl KWL
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EHHQ YLRODWHG PXVW EH GHWHUPLBOWS BY DEIO/MQ
UHOHYDQW VVCRMSHDMDWHUHVWY §°

'HWHUPLQLQJ WKDW D SHUVRQ KD GH O LVEKHK WX H
3URFHVYV &O0OD XV HSILDW RQROI\ W/KHH Ll QUVWKWE L US\K MK I DB\ V

6HFWLRQ LPSRVHVY OLDELOLW\H® WE\YWKGIDWLR
&ERQVWLWXWLRQ QRW IRU YLRODWRIRWYRWRRN GXW
O DSEe Baker v. McCollan, 8 6 I (G G

6 &W 7TRDAXWBVWH DFWLRQ XOQRBWHU 6HFWI
YLRODWLRQ RI WKDHXVXH SYRFE UL QRQWW KPFXV W VKR.
KDYH DVVHUWHG D UHFRJQL]JHG OLBMKAV\ RU S|
SXUYLHZ RI WKH )RXUWHHQWK $PHQQPBOW DQG \
RU UHFNOHVVO\ GHSULYHG RI WKIMNWRQWU IRHV W

V W D WSdelgadam v. Wright, 8 6 /I (G G
6 &W
In re Cincinnati Radiation Litig. ) 6XSSVWKLU

f WKHUH LV D OLEHUW\ RU SURSHWWWHIUPW @ H HAKW WK
SHUVRQTV FRQVWIYW XBAHIHRD ¥ O ROIDIW W& HK'O EDHDWDW \F L Q
DIJDLQVW WKH UH O th'® QnainnatVRadiakonLLQigV B WHCiNgG V

Youngbergv.Romeo, 8 6 DW 6HYHUDO W\SHV RINWDWH
KDYH EHHQ KHOG WRGKD Y3H Q RRVQ Y I BRFRIQN W& Wi RQ\R WRHE

re Cincinnati Radiation Litigp FRPSXOVRU\ YDHBRIOGHWLRQV |

Massachusetts 8 6 FRPSHOOHGScEeh&d. WHVW
California 8 6 DQW UDHHMLRQV RI HP@WMURPD C
WKH UHFW Revak b.YUnitéd Siddes ) G WK &det.

denied, 8 6 6 &W (G G KD X S KEHHDHG R Q
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D VKRZLQJ RI FOHDU QHFHVVLW\ SURFHmBX@ DO UH
Cincinnati Radiation Litig. DW 7TKH QHZERUQ VFUHHQLQJ LV
YDOLG QHFHVVDU\ VWDWH SRZHUHIXO DV ISMU IRQ 6 HG
LQYDVLYHQHVV

/KH EORRG GUDZVERDRONQWIR R/HF QHZQMVMRDVHRRUF
GLVRUGHUV LV UHFRJQL]J]HG DV D YDHQ GNEKRY BQ QPG
DGPLW RQO\ ILYH RU VL[ GURSY REPBGRRBGLYD GHJBI®
LQIDQWY DUH VFUHHQHG IRU RYHU SHERRURBGWD O3
KHDOWK SURIHVVLRQDO LQ FKDUJH RLIWXRHQHD WK IR IK
SURIHVVLRQDO LQWKIRUJIJHODMW) WIQAMV ELO&/WKH UHVXO)
D WHVW FRPHV EBFWNHANKRYW W LWKID OKOK B H IUDHSARTUW 8 [GL
JXDUGLDQ irRd¢o patentisR Q@ &/ 7KH LQIDQWTIV SD
WKHQ GHWHUPLQH ZKDW FRXUVH RMDIFAWKHREOWVK W7IKN
doesnotPDQGDWH DQ\ FRXUINVG®IGRW WX\H B\R A MII0AVR W X Q D

DQ\ RWKHU ODZ UKWDWK MHOWG&EHWHUPLQDWLRQ

( $OWHUQDWLYH 5HOLHI

7KH LVVXH RI D OM/HIURSRAIWBHQWH BRRH W K HV UG M\RIX
30DLQWLIIV VHHN D GHFODUDWLRQ BMHORQ M RH W\R R
FKLOGUHQ LV XQFRYWW LW R XRQDRIRQD ERWYW VDMV X

TXHVWLRQ DOWKRXWK G ER SHUD\USBEVBR LI UMK HQM |
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RWKHU JURXQG XR/M 2HL\FEKHWXKbhE&hEdA G TRrnéssee
Valley Authority 8 6 LWUDQGEHRQFXUULQJ 1
JURXQGYVY SHUPLW GLVSRVDO RI WKLWRKDN\VIR QD ® KX\
/KH GRFWULQH RI FRQVWLWXWLRQDUYRLDLGRPONQ®H E
SURQRXQFHPHQW FRWQIF® UFRLAIWWW K WRIBRD ZEKRXQQDB V
DYDLODEOH W Be& éidg:,|HadganOv.ABMNEl 8 6 6
&W /I (G G Q 37TKAVKEBXWWLRKD® A
ILUVW ZLWK SRVVLEO\ GLVSRVLWLYH MW DFR B VO\DLAN R
F O DL B#l v. Maryland 8 6 6 &W I (G
UHIHUULQJ WSRROUKMH &R XHWXWLIHIGWBDEHFKEMW L
FDVH WKDW PLJKWDEWHWHR/QN VREOXOPHE&® FEN GHFLVLRQ’
+HUH EHFDXVH WHKHBOWHWWID W LKBHDWHHD D I6 1P WE IU\RVX
PHDQV WKDW ZRXOG JUDQW WKHP RMKWKHLRJHF R WX\ W
ULJKWV WKURXJK VWDWH DGPLQLVWUOMW IWRI PXOIKD R
FRQVWLWXWLRQD®& FIWX HAWRANHR QV B Q/G1 HINKBIH U R F HWVK/U
FRPSOHWLQJ D IRUP

&21&/86.21 $1' 5(/. () 628*+7

7KHUH LV QR TXHVWLRQ Rl PDWHQ WO RD AKX G/KPH
LQ IDYRU RI 'U <D/QBEOHXHEIDEW RSSR D ND RO WK H IERR

GHPRQVWUDWH DQ XQODZIXO VHL]XOHV RQOD WHB B HKW
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VHWWLQJ DV D FRQWUDFWRU IRU 0'++6HEAB BB E HOW' W
VWRUH WKH '%6 FDUGY DW WKHLU ERYRR D FDPIS\WO HWV |
EHHQ UHWDLQHG E\ 0'++6 DQG KHOG [DW M IOHJ) %D BED
RI WKH ,QIDQWYV LQ WKH FDVH F RWD/HQRIHEOW R GV HOHD |
QRW WDNHQ WKH DOORZHG VWHSVHW\R KKDUY H HAVKAHU G R\
UHVHDUFK RU GHWYWWRWG HQ W DIV LKD\WVWERR @R W Q \
ZLWK WKH '%6 FDUGYV RWKHU WKDRUZW R W WHDH/ R @AD
DERYH WKH FODLPV DJDLQVW 'HIHQGD QIS DF L$M\7 DYV,
'LUHFWRU Rl WKHVWDPK®WILRE DGR QM N VWIGRXOG EH GL
JRU WKH IRUHJRLQG UGB VR Q31 7'Ml F2 <$ 1\&/ (X QBN S |
UHTXHVWV WKDW WKLV &RXUW HQWHU BRPRDGWHU
-XGJPHQW DQG HQWRU IQR] D M X6 R CERARRQWON WAR [T
DIJDLQVW 'U $QWRQULRSYRIHRHALRQDKOL PDBVIEQ W \WB @
UHPDLQGHU RI 30 BIQBMIG IERPSODWQIP ZLWK SUHMXG
5HVSHFWIXOO\ 6XEPLWWHG
3($5 63(5/,1* (**$1'$1,(/6 3 &
'DWHG ODUFK V_%WKUHP\ & .HQQHG\

"HUHP\ & .HQQHG\ 3
$WWRUQH\V IRU 'HIHQGDQW 'L

JUDQN /OR\G :ULJKW 'U 6W
$QQ SUERU 0,
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MNHQQHG\#SVHGODZ FRP

&(57 ). &$7( 2) 6(59,&(

, KHUHE\ FHUWLI\ WKDW RQ 7XHVGBOHMBPWBRQLF
ILOLQJ RI WKH IRWKIRVLKH SOBUHN IRWWHK H &) RIA VW HXPY
ZKLFK ZLOO VHQG QRWLILFDWLRQ ®IOWOVXB KW \WROUL@H\Y
UHFRUG

% < V. -HUHP\ & .HOOQHG\
“HUHP\ & .HQQHG\ 3
$WWRUQH\V IRU '"HIHQGDQW 'L
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176 2) (G+,%,76
(;+,%,7 6WDWH REDURMKRED® 'Rl &RPPOLFLAW\ +HD

SURFHGXUH 0ODQXDO (IIHFWLYH

(;+,%,7 '"HSRVEMLIRKQ /RRQ &DOOR 3K '

(;+,%,7 '"HSRRVMLWLRQWRQLR <DQFH\

(;+,%,7 '"HSRVLWLRQ RI $VKOH\ .DQXV]JHZVNL
(;+,%,7 '"HSRVLWLRQ RI $GDP .DQXV]JHZVNL
(;+,%,7 '"HSRVEADVQLRIQSRAKDK 3K
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STATE OF MICHIGAN Li_aboratones
DEPARTMENT OF COMMUNITY HEALTH

POLICY AND PROCEDURE MANUAL
PoLIcY AND PROCEDURE

8,2

Newhorn Screening Specimené | Page 1 of 2

A. PURPOSE
The purpose of this policy is to establish for the Michigan Department of Community Health (DCH) a
retention schedule for newborn screening dried blood spot specimens.

B. REVISION HISTORY
Issued September 8, 2008.
Revised January 5, 2009.
Revised June 4, 2008

C. DEFINITIONS

NBS: Newborn screening is a comprehensive program that tests for and provides long and short term
follow up and medical management for children with disorders identified through the program. (PA 368
of 1978, 333.5431, 333.5430)

DBS: Dried blood spot is the blood specimen collected from the heel of a newborn at 24-48 hours post-
birth on a filter paper collection devise. After drying, the biood and patient identifying information
cantained on the same paper coliection devise are sent to the DCH Bureau of Laboratories for testing.

D. PoLicy

The DCH will maintain, or cause to be stored, newborn screening dried blood spots indefinitely. Parents,
legal guardians of, and/or persons from whom the specimen was collected after reaching the age of
majority, may request that their specimen not be used for any research, by contacting DCH by telephone
or mail. Parents, legat guardians of, and/or persons from whom the specimen was collected after
reaching the age of majority, may request that their specimen be destroyed by providing the name, date
of birth and their relationship to the individuai from whom the specimen was collected and must provide
copies of the individual’s birth certificate and a government-issued identification (e.g., drivers license or
passport ) to confirm that they have authority to make such a request.

The DCH retains qualified ownership of DBS while in storage. The DCH may release part of the residual
DBS upon written request of the individual for research studies or other uses. The DCH may release
part, or all, of the de-identified specimen for NBS quality assurance and test development or public
health or medical research with appropriate approval of the DCH scientific advisory panel and
institutional review board. The DCH wili reserve part of the specimen solely for the use of the individuai
or parent/guardian, unless requested otherwise by an authorized individual.

Retention schedules for DBS collected for other tests {e.g., HIV serclogy, lead) will be determined by
Bureau of Laboratory policy.

E, PROCEDURE

Responsibility Action
Bureau of Laboratories Process and package dried blood spots for permanent storage
Newhorn Screening Section maintaining specimen identification.
Manager
Bureau of Laboratories Oversee and confirm in writing the tagging of specimens as "not
Newborn Screening Section available for research” when request has heen received from the

DICH-1322 W 5108
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Manager individual or parent or legal guardian of the individual.
Bureau of Laboratories Oversee and confirm in writing the destruction of specimens when
Newborn Screening Section request for destruction has been received and confirmed authentic from
Manager the individual or parent or legal guardian of the individual.
Bureau of Laboratory Assure an environment for the storage of the dried blood spot specimens
Administrator that is secure and protects the integrity of the biological components of
the specimen. Identify resources for an adequate storage environment
for the specimens.

F. REFERENCES

Association of Public Laboratories Posmon/PoIzcy statement on Residual Newborn Screening
Specimens.

hitp://www.aphl.org/policy/Documents/residual_newborn screening_specimens.pdf

Therrell, B.L, H.W. Hannon, et al. 1996. Guidelines for the retention, storage and use of residual dried
blood spot samples after newborn screening analysis: Statement of the Council of Regional Networks for
Genetic Services. Biochemical and Molecular Med. 57:116-124.

Directive to Destroy Residual Newborn Screening Blood Specimen, DCH-1448

Directive to Remove Residual Newborn Screening Blood Specimen from Possible Research Uses, DCH
-1465

Michigan Public Health Code, Act 368 of 1978, 333.5431, 333.5430

G. __ CONTACT

For additional information concerning this policy, contact the DCH Bureau of Laboratories.

)
I

RECOMMENDED BY: &\5’\ {\“ \kmv& | DatE: U | W}gﬁ

Deputy Director

APPROVED BY:

One s [O ngg,wséx Date: _ (o ~/5-09

irector

Content Author; DCH Bureau of Laboratories
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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN
NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,
Plaintiffs,
\Y Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al, MAG. PATRICIA T. MORRIS

Defendants.
/
VIDEO CONFERENCE DEPOSITION OF SARAH LYON-CALLO, PH.D.
Taken by the Plaintiffs on the 17th day of December, 2020,
via Zoom, at 1:00 p.m.
APPEARANCES:

For the Plaintiffs:  MR. PHILIP LEE ELLISON (P74117)
Outside Legal Counsel PLC
PO Box 107
Hemlock, Michigan 48626
(989) 642-0055

For the Defendant MR. AARON WARREN LEVIN (P81310)
MDHHS: Michigan Department of Attorney General
PO Box 30736
525 Ottawa Street
Lansing, Michigan 48909
(517) 335-7632

For the Defendant MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal Pear Sperling Eggan & Daniels PC
Biobank and Antonio 24 Frank Lloyd Wright Drive, Suite D2000
Yancey: Domino's Farms

Ann Arbor, Michigan 48105

(734) 665-4441

Also Present: Sandip Shah, Ph.D.
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1 RECORDED BY: Pam Rankinen, CER 4532 1 Via Zoom Video Conference
Certified Electronic Recorder 2 Thursday, December 17, 2020 - 1:01 p.m.
2 Network Reporting Corporation 3 MR. ELLISON: Good afternoon. | guess | want to
Firm Registration Number 8151 4 know -- | want to be respectful of how | addressed you. Is
3 1-800-632-27201 5 it just -- do | just call you "Doctor"? Would that be
g 6 sufficient?
6 7 DR. LYON-CALLQ I'm fine if you all me Sarah, but
7 8 that's really fine.
8 9 MR. ELLISON: Okay. All right. | mean no
9 10 disrespect. As you can kind of tell, we're a little less
10 11 than formal with the gr oup that we've been hanging out
11 12 together so long on this particular case. So, anyway, first
12 13 of all, thank you for being here. | appreciate it. As you
13 14 may have heard, | need to ask some questions of you here as
14 15 part of the newborn screening lawsuit, which I'm sure you're
15 16 aware of. Have you ever done a deposition before?
i? 17 DR. LYON-CALLO: Yes, | have. | haven't done a
18 18 deposition over Zoom before, but I've done depositions.
19 19 MR. ELLISON: Okay. All right. Well, then I'll
20 20 skip the usual instructions then going forward, and we can
21 21 just get right to the -- right to the heart of it here.
22 22 REPORTER: Do you solemnly swear or affirm that
23 23 the testimony you're about to give shall be the whole truth?
24 24 DR. LYON-CALLO: | do.
25 25
Page 2 Page 4
1 TABLE OF CONTENTS 1 SARAH LYON-CALLO, PH.D.
2 PAGE 2 having been called by the Plaintiffs and sworn:
3 3 EXAMINATION
Examination by Mr. Ellison .. .. .......... 5, 67 4 BY MR. ELLISON:
4 Examination by Mr. Kennedy . ............... 56 5 Q Ihave acouple of questions regarding the newborn screening
Examination by Mr. Levine. .............. 66, 74 6 program and the Michigan Neonatal Biobank. And | just call
2 7 it -- just for purposes of our discussion here today, when |
7 8 refer to the "Biobank," I'm referring, of course, to the one
8 9 that's headed by Dr. Yancey, the organization with its
9 10 offices and operations in Detroit at the -- at Tech Town.
10 11 And then when | refer to the "newborn screening
11 12 program,” part of it, that's the state side, | would call
12 13 it, of this particular setu p. Is that agreeable that we can
13 14 talk on those terms?
14 15 A No. The newborn screening program is a screening program.
15 16 The Michigan BioTrustis  the state program that addresses
16 17 the residual dried bloo  d spots. The Michigan Neonatal
i; 18 Biobank is an entity that is managing the storage of those
19 19 spots.
20 20 Q Okay.
21 21 A Solwantto be -- | am very clear and precise in my
22 22 language when I'mta  |king about the difference between
23 23 newborn screening program versus the Michigan BioTrust for
24 24 Health.
25 25 Q Okay. So that's one of the questions I'm going to ask you
Page 3 Page 5
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1 about. So I'm goingto jump ahead and ask you that. I'm 1 that the Michigan Neonatal Biobank stores -- and I'm
2 going to setitup ina particular way, and | want you to 2 paraphrasing -- stores newborn blood spots that are residual
3 explain to me, thereafter, what happens. A newborn is born. 3 leftovers from the newborn testing program for -- on behalf
4 Blood spots are extracted. Blood samples are extracted in 4 of our -- under the cont rol of the State of Michigan, |
5 the form of blood spots on to a Guthrie card and are sent to 5 think, DHHS | think is what you said, or some variation
6 the Michigan State Laboratory for testing. 6 thereof.
7 Once that testing is complete, I'd like you to 7 Uh-huh (affirmative).
8 explain to me, as best you know, what happens to those 8 I'd like to know who at th e Michigan Department of Health
9 residual blood spots. 9 and Human Services is responsible for overseeing or
10 A Sorry. I was having trouble with my mute. | think some of 10 otherwise controlling the blood spots at the Neonatal
11 the particular detail  regarding specifics around the 11 Biobank?
12 mechanisms by which cards are handled directly after testing 12 So the dried blood spots are managed by the Michigan
13 is best handled by Dr. Shah, the director of their 13 BioTrust. That BioTrust structure has a community values
14 laboratory. But | can share -- or | feel comfortable 14 advisory board, a scientif  ic advisory board. There is also
15 talking about the piece  where -- that the dried blood spot 15 an internal infrastructu  re which Dr. Shah and myself are
16 card -- the newborn scr  een card, is -- there's a group at 16 responsible for. But | think probably the simplest way to
17 the laboratory that, when they are done with that card for 17 answer the question is that Dr. Shah and myself are
18 the purposes of the newbor n screening program, they process 18 responsible for the dr  ied blood spots in the Michigan
19 that card. The residual dried blood spots that become part 19 BioTrust program that are at the Michigan Neonatal Biobank
20 of the -- 20 for storage and distribu  tion at the direction of the
21 (Dr. Shah enters deposition) 21 Michigan Department  of Health and Human Services.
22 Q Doctor -- excuse me. You said "they." Who is they? 22 Okay. Good. Fantastic. So | guess the reason why I'm
23 A The Bureau of Laboratories  at the Michigan Department of 23 asking would be is that if a -- say in this case a judge was
24 Health and Human Services. 24 to issue an injunction ag ainst both of you in your official
25 Q Okay. Thankyou. 25 capacities, you would have the ability to direct the blood
Page 6 Page 8
1 A Yup. You're welcome. And | see Dr. Shah has joined. | 1 spots to no longer go to the Biobank if that's what the
2 know this is my depositi  on, and he's like joining in. But 2 judge so ordered; would that be correct?
3 he's joining in for his deposition time -- yeah, separate 3 That is my understanding.
4 time; right? 4 Okay. And what -- as part of the complaint -- as part of my
5 Q That'sfine. He's entitled -- he's entitled to participate 5 complaint and the research | did on this prior to bringing
6 or to observe this -- th e deposition as a party -- named 6 this complaint, | had yo u listed as the manager of the
7 party in the case. So, but go ahead. 7 Michigan Bio- -- or excuse me -- Michigan BioTrust for
8 A Okay. Thank you. 8 Health; is that accurate?
9 Q lapologize. | mean, | didn't mean to interrupt you. You 9 So as the director of the Bureau of Epidemiology and
10 used the pronoun, and | wanted to make sure | understood. 10 Population Health, | am one of the two folks who is over the
1 You said, "Once 'they' were done processing the card." 1 Michigan BioTrust for He  alth, the other one being Dr. Sandip
12 A Yes; yeah; yup. Sowhen the laboratory staff are done with 12 Shah.
13 the card from a newbor  n screening perspective -- I'll let 13 Okay. What role does Mary Klein play in the Michigan
14 Dr. Shah get into the nitty-gritty of how that card is 14 Newborn Screening program and/or the Biobank?
15 processed -- but the high level is that the residual dried 15 So none of my -- so Mary Klein is a manager in the division
16 blood spots go to -- with the exception of a spot reserved 16 of Lifecourse Epidemiology and Genomics, which is within the
17 for parent/guardians, the residual dried blood spots go to 17 Bureau of Epidemiology and Population Health. So Mary Klein
18 the Michigan Neonatal Biobank where they are managed for the 18 is in my supervisory chain. She does not -- I'm not quite
19 purposes of Michigan BioTrust. 19 certain how to answer part of your question. You asked
20 Q Okay. Who is responsible for overseeing the Michigan 20 about if she plays arole  at the Michigan Ne onatal Biobank?
21 Neonatal Biobank as it applies to the Michigan -- from any 21 Is that what you asked me?
22 individual you know at the Michigan Department of Health and 22 Yeah. | want to understand, you mentioned that both you and
23 Human Services? 23 Dr. Shah have supervisory control over the BioTrust.
24 A I'msorry. Can you repeat that one more time? 24 According to online disclosure forms that have been made
25 Q Sure. Whatlwantto understand is is that you just said 25 available, that she is th e manager of the newborn screening
Page 7 Page 9
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1 section of the Michigan Department of Health and Human 1 Q Well, do you have any knowledge -- do you have additional

2 Services. | want to know what role, if any, does she play 2 purposes or additional blood storage for any other programs,

3 over the newborn screenin g program and/or the BioTrust. And 3 to your knowledge?

4 I'll add to that -- or excuse me -- the Neonatal Biobank, 4 A ldon't have any knowledge to what else the Michigan

5 and I'll add to that the BioTrust if that assists you. 5 Neonatal Biobank -- sorry -- what else the Michigan -- what

6 A So Mary Klein is the director of newborn screening section 6 else the entity at Tech ~ Town -- the Biobank at Tech Town,

7 that addresses follow-up of results from the newborn 7 what other activities they may have going.

8 screening program. In te rms of Michigan BioTrust, she has a 8 Q Okay. Can you explain -- and, again, acknowledging that we

9 role in that as we get proposals for use of dried blood 9 are lawyers and the person that's going to read this
10 spots. She has a role also in communicating -- as do other 10 transcript hopefully ulti mately will be a lawyer who is a
1 staff as well -- in communicating with the Michigan Neonatal 1 judge. We're not scient ists, by any means. Can you
12 Biobank. She does not have a role within the Michigan 12 explain, as best you can, what the role of the Michigan
13 Neonatal Biobank. So she's in no way an employee or 13 BioTrust is, vis-a-vis, the Michigan Department of Health
14 something like that of the Michigan Neonatal Biobank. 14 and Human Services?
15 Q Okay. I've done the deposition of Dr. Antonio Yancey. Do 15 A Sothe Michigan BioTrust, it is a program that's run by the
16 you know who he is? 16 Michigan Department of He  alth and Human Services in order to
17 A (No verbal response) 17 oversee Michigan's storag e residual dried blood spots and
18 Q I'msorry. You've got to answer "yes" or "no." 18 their use in health research.
19 A Yes,ldo. Yes,Ido. Sorry. I'mtrying -- | have a dog 19  Q AndI believe you just -- an d just to confirm, you testified
20 in the background. 20 earlier that that prog ram has oversight of the Michigan
21 Q No problem. If | say "yes" -- yes, if | make a statement 21 Neonatal Biobank; correct?
22 like that, I'm not trying to  be rude. It's just sometimes 22 A Forthe purposes of the  residual dried blood spots, yes.
23 we say things like "uh-huh's" and "um's," and we just have 23 Q Okay. Isthere any othe r program or entities that have
24 got to get clear for the record. So | mean no disrespect by 24 control over the Michigan Neonatal Biobank related to blood
25 it. 25 spots that you're aware of outside of the BioTrust?

Page 10 Page 12

1 A Yup 1 A Youre referring to the residual dried blood spots from the

2 Q The--one second here. I've got my email on, and it keeps 2 Michigan Department of He  alth and Human Services? Is that

3 beeping incessantly. There we go, stop that. Okay. | did 3 what you're referring to?

4 the deposition of Dr. Yancey, and he indicated that the 4 Q Any blood spots that you are aware of that are there. Is

5 blood spots were not under the control of the board of 5 there any other entity or program that has any sort of role

6 directors but actually under the control of members -- or 6 as it applies to the Biobank in any way, to your knowledge?

7 officials with the Michig an Department of Health and Human 7 A Ithink I shared with you earlier that | have no knowledge

8 Services. Would you agree with that statement as | 8 as to whether or notth  ere are other forms of dried blood

9 presented it to you? 9 spots or other bio spec  imens that are at the Michigan
10 A Yes. The Michigan Neonatal ~ Biobank does not have control 10 Neonatal Biobank. The kn  owledge | have is related to the
1 over the use and distrib  ution of the blood spots -- the 1 dried blood spots that are there from the Michigan BioTrust.
12 residual dried blood spots. 12 Q Why are blood spots transferred or otherwise given to a
13 Q Okay. Who at the Michigan -- just to confirm -- who at the 13 private nonprofit corporation rather than stored under the
14 Michigan Department of He alth and Human Services would be 14 direct control of the BioTrust program or the department of
15 the person most in charge of decision-making as to the blood 15 health and human services?
16 spots held at the Michigan Neonatal Biobank? 16 A Sothe purpose of the -th e Michigan Department of Health
17 A The use of the blood sp  ots under the purposes of the 17 and Human Services does no  t have the laboratory capacity for
18 Michigan BioTrust prog  ram, Dr. Sandip Shah and | are 18 management of a Biobank. The amount of freezer space the
19 responsible for the decision-making around that and that 19 software that is required to manage individual specimens
20 includes the use -- or  the instruction to the Michigan 20 over a longer of period  of time is something that the
21 Neonatal Biobank. 21 Michigan Department of He  alth and Human Services, under the
22 Q Okay. To your knowledge, is the Michigan Neonatal Biobank 22 Michigan BioTrust, ha s obtained through the Michigan
23 holding blood samples for any other purpose other than the 23 Neonatal Biobank.
24 Michigan BioTrust program? 24 Q Okay. Were you involved at all with the creation of the
25 A 1do not know the answer to that question. 25 Michigan Neonatal Biobank?

Page 11 Page 13
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1 A No. The Michigan Neonatal ~ Biobank, when | came in to the 1 ultimately that reaches -- for the operation or the services
2 position -- the first position that | had related to newborn 2 provided by the Biobank?
3 screening, when | came into that positi  on in 2012, the 3 A I'msorry. |did not come prepared to talk about those
4 Biobank was already instituted. 4 numbers today, so | can find that out. There are times
5 Q Okay. And just to confirm -- forgive me. | know the answer 5 where | certainly do hear about the financial support to the
6 already, but this is my chance to confirm -- is that you 6 Michigan Neonatal Biobank for the functions that are
7 don't serve on the board of directors of the Biobank; 7 performing a contract but I'm not prepared to speak to those
8 correct? 8 specifics or those numbers today.
9 A No,Idonot. 9 Q Fairenough. That's fair enough. And, again, only what --
10 Q Anyreason why not? 10 I'm only asking you what you know here today as well, so
11 A 1have avariety of respon  sibilities at the department. | 11 if --
12 also am not a laboratorian. And given Dr. Shah's and I's 12 A Okay.
13 shared responsibilities fo  r the Michigan Bi  oTrust, I'm very 13 Q Well, let me ask this question: | know that as part of
14 fortunate that he was able to take on that role. 14 the -- | guess -- well, let me make the representation to
15 Q@ How would you describe the nature of the relationship 15 you that as part each newborn blood draw, the heel prick
16 between Michigan Department of Health and Human Services and 16 test that occurs, the ho spital charges the newborns a fee
17 the Michigan Neonatal Biobank? And | guess let me put it in 17 for doing that, which is -- again, | don't have the dollar
18 a clearer parlance than that would be is are they a contract 18 amount that changes year to year, but approximately $130 for
19 vendor? Are they a partner? Are they another government 19 that activity. Do you know if all or a portion or none of
20 agency? How is it, in your role as oversight of the dried 20 the monies from those collected fees goes to the Neonatal
21 blood spots that are stor ed in that facility, do you view 21 Biobank?
22 the role and the relationship with the Biobank? 22 A So the majority of those fees go to the Michigan Newborn
23 A Sothe Michigan Neonatal Biobank is not a government agency. 23 Screening program. A small amount of those fees have
24 We have a contract with the Michigan Neonatal Biobank for 24 covered some of the costs of the contract with the Michigan
25 the purposes of storage  and distribution of the dried blood 25 Neonatal Biobank. The exact percentage of that, | am not
Page 14 Page 16
1 spots from the Michigan Bi ~ oTrust. And the Michigan Neonatal 1 prepared to speak to today.
2 Biobank has been avery g ood partner in terms of, you know, 2 Q Okay. | mean, can you confirm, though, it's more than zero
3 managing those spots, promoting the use of the spots with 3 but less than all of the money goes to --
4 researchers. So |l thin kthey are -- you know, we have a 4 A Oh,yeah. Yeah, thatsan easy statement to agree to; yes.
5 contract with them. They are -- so they have a vendor 5 Q Okay. Verygood, very good. Okay. As part of the
6 relationship with us, an  d they've also been a very good 6 contractual relationship or the what- -- the nature --
7 partner in terms of moving this activity along. 7 whatever the relationship is between the Department of
8 Q Does the Department of Health and Human Services provide 8 Health and Human Services and the Michigan Neonatal Biobank,
9 monetary compensation to the Biobank for these services? 9 does someone in your role that you serve as -- and, again, |
10 A We provide partial support to the Michigan Neonatal Biobank 10 think I just called you the manager of the BioTrust and you
1 through a contract with Wayne State University. Their 11 identified your relationship with Dr. Shah as part of that
12 Biobank can -- also has an  arrangement to be able to cover 12 oversight authority -- do you have direct control over how
13 some other costs related to a fee structure that is charged 13 the Biobank stores, accesses, uses, and handles the blood
14 to researchers. But, yes, the department does provide 14 spots that are submitted to it under the Michigan BioTrust
15 direct contract support for the activities there at the 15 program?
16 Biobank. And | think Dr . Shah would -- sorry. Go ahead. 16 A Can you repeat that, please?
17 Q No;no. That's fine. Th at's fine. And, again, I'm only 17 Q Sure. | guess, making it a little simpler. | just want to
18 asking what you know. I'll be asking Dr. Shah a number of 18 know if -- say for today that you -- that Dr. -- | mean,
19 questions, as well, given his role as a director on the 19 Chris over there -- Chris, the manager of the Biobanks, is
20 board of directors of that particular entity when | do his 20 doing something that yo u think is inappropriate for the
21 deposition. 21 blood spots. It's not in the best interest of the
22 A Uh-huh (affirmative). 22 particular blood spots. Do you have the authority to call
23 Q I'monly seeking what you know. Do you happen to know how 23 over there and tell them to change their processes and
24 much, as a percentage, or the dollar amount, that the 24 procedures?
25 Michigan Department of Health and Human Services pays 25 A Yes. Ifthere was someth ing that was inappropriate going
Page 15 Page 17
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1 on, absolutely. 1 Dr. Shah and | jointly manage.
2 Q AndlIdontmean thisina legal sense. I'm talking more in 2 Q Okay. Allright. Very good. Would you, as part of your
3 either a scientific sense or a project sense. I'm not 3 role as the -- as part of the role involved with the
4 trying to be inappropriate as in legal or sexual harassment 4 BioTrust, you would agree -- would you agree with me that
5 or something of that nature. I'm talking more about the 5 prior to 2010 parental consent was never obtained for
6 blood spots, the core activities itself. You would have the 6 medical research or at least -- or testing on blood spots
7 ability to call or make cont act with them and say, "I would 7 for infants born before 2010? Would you agree with that?
8 like this" -- "you need to start doing it this way," and 8 And I'm talking just on the parents.
9 they would do it that way going forward,; is that fair? 9 A Letme just check my -- I'm trying to take some notes here
10 A Sothe department has procedures that the Biobank is 10 to make sure | have my dates correct.
11 following. We have an understanding what their procedures 11 Q Sure. Ibelieve it's April of 2010, but | know it -- I'm
12 are. They are in a contractual relationship with us, and we 12 using at least 2010, before that.
13 are able to, you know, | don't want to say "direct their 13 (Witness reviews electronic data via video)
14 operations." | don't mean to imply that we're sort of 14 A I'msorry. It'staking me a minute.
15 managing their staff in some way. But in terms of what the 15 Q Take your time.
16 procedures for storage, maintenance, and distribution of the 16 A Sothe --it's smaller, but | can still see it, though. So
17 dried -- residual dried blood spots, the department is able 17 the -- all right. So there are blood spots that were
18 to direct that. In this case, both Dr. Shah and myself have 18 collected between July 1984 and May 1st, 2010 that may be
19 the ability to reach down to the Biobank regarding, you 19 used for health research und  er a waiver of informed consent.
20 know, any issue or concern that we have. They're very 20 So we do not have active  informed consent for children who
21 approachable. 21 were born before May 1st, 2010.
22 Q Okay. Very good, very good. And that's what | was looking 22 Q Andyou indicated that you had some form of consent from
23 for. Thank you. So I don't know how to ask this question 23 something. Could you articulate what that is?
24 so bear with me. | asked a little bit earlier about the 24 A Sothereis awaiver ofin  formed consent that was granted by
25 nature of the BioTrust pr ogram, vis-a-vis, the Department of 25 the Michigan Department of Health and Human Services
Page 18 Page 20
1 Health and Human Services. And I'm trying to understand 1 institutional review board.
2 what exactly its nature is . | mean, it's -- you would agree 2 Q Does that - as the head of the BioTrust program, do you
3 that it's not a division of the Department of Health and 3 deem that sufficientto be -- let me strike that. As the
4 Human Services; correct? 4 head of the BioTrust program, do you deem that decision by
5 A Sothe Michigan BioTrust pr  ogram; you're asking me if it's 5 the IRB to be sufficient to use blood spots for medical
6 like an organizational box or a chart? Is that what you're 6 research and medical testing of newborn spots before 20107
7 asking? 7 A Sothe purpose of the waiver of informed consent is for the
8 Q I'mtrying to figure out where it fits in the overall 8 use of residual dried  blood spots for the purposes of
9 organizational scheme. | mean, it's a division; right? 9 research, not for medi  cal testing but for research.
10 It's not a -- you know, the DHHS has got all its various 10 Q Okay. Fair enough.
1 divisions with various different responsibilities. | 11 A So,yes, | consider that appropriate.
12 just -- | don't know how to describe, or how it would be 12 Q Okay. Do you have -- I'm sorry.
13 best to describe where the BioTrust fits into the overall 13 A Sowe have --we have -- the institutional review board is
14 scheme of organizational hierarchy at the department itself. 14 our human subjects review board. It operates under federal
15 A Sure. 15 regulations around human subjects, protection of human
16 Q Can you articulate that? 16 subjects. And that is the board that | rely on for those
17 A So we refer to the Michigan BioTrust as a program. Program 17 kinds of assessments, whether it be related to something
18 can be administered between different areas within the 18 like this or other research projects that may come about
19 organizational structure. So there are aspects of the 19 related to public health data or other -- well, public
20 Michigan BioTrust that are related to epidemiologic 20 health data is what | work with.
21 questions, which is my organizational structure, 21  Q Okay. Starting in May of 2010, the department -- and this
22 epidemiology, and there are aspects of the Michigan BioTrust 22 is my representation to you. | want to see if you agree
23 program that are related to laboratory, which is Dr. Shah's, 23 with me. Starting in 2000 -- May of 2010, the department
24 you know, area of responsibility. So it is a program with 24 starting to obtain or atte mpt to obtain some form of consent
25 the Michigan Department of Health and Human Services that 25 from parents before utiliz ing newborn screening -- or excuse
Page 19 Page 21
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1 me -- newborn blood spots that remained after the testing 1 possible. So for the purposes of public health research, |
2 was complete under the prog ram. Were you involved at all in 2 use the term "informed consent" because that is -- the
3 any way with the decision to change the policy starting May 3 process is to inform people to what they are consenting to.
4 of 20107 4 Q Do you make a distinction -- setting aside this program just
5 A Solwasnotpartof the management structure in the 5 as a public health official, do you make a distinction
6 Michigan BioTrust at that point. | was aware, being around 6 between getting consent versus informed consent?
7 the department, of discussions about it, but | was not 7 A I'mnot sure what getting consent means in your question.
8 involved in the decision-making on that. 8 The process of what we do is about informed consent that you
9 Q Okay. Do you know who was the decision-maker on that policy 9 have provided people with information so that they can make,
10 change at that time? 10 you know, their informed choice and that they have something
11 A Iwould have to go back  and look at that -- for that 11 to reference back to. So it's something that is common in
12 information. | don't know . I'd have to go back and look 12 public health and in public health research.
13 for that. 13 Q Okay. You mentioned that you give information so that
14 Q Wouldit-- okay. I'm sorry. | don't mean to interrupt. 14 persons who make informed consent -- who want to give
15 Would that be the person th at has served in your role as the 15 informed consent are so informed; fair?
16 director of epidemiology at the Department of Health and 16 A Uh-huh (affirmative).
17 Human Services? 17 Q I'msorry?
18 A Thatwould be my assumption , but | would have to go back and 18 A Yes;yes.
19 look at that for that information. 19 Q@ Whatinformation specifically does the BioTrust program
20 Q Allright. Very good. Starting -- so from May of 2010 20 provide to parents to give them -- to get them to the point
21 forward, without getting into the finer details about what 21 of being informed sufficiently so that they can give their
22 actual consent was obtained, would you, in your role as the 22 informed consent?
23 -- with supervisory cont rol over the BioTrust, that the 23 A So the Michigan BioTrust has a brochure entitled, “After
24 consent that the department obtains from parents is 24 Newborn Screening: Your Baby's Blood Spots." That is -- let
25 sufficient to conduct medical research on the newborn 25 me pull it up.
Page 22 Page 24
1 screenings residual blood spots? 1 (Witness reviews electronic data via video)
2 A Yes. We have created the  informed consent process to allow 2 That is a small brochure that enables -- that provides
3 for that -- for a parent to have active consent in the 3 information about what the BioTrust is, what are risks if
4 process, yes. 4 your baby's blood spots are used for research, what steps
5 Q Doyou-- 5 are taken to protect privacy, that we have a certificate of
6 A Sodid I answer your question? 6 confidentiality. Sowe  have the -- there are -- there are
7 Q Yes,youdid. 7 elements of informed consent that are part of the human
8 A I'mnot sure if | answered your question or a different one. 8 subject's process, and those elements are covered in that
9 Q No;no. Youdid; you did. And, please understand, if I'm 9 brochure.
10 not saying something correctly or, you know, I'm not -- 10 Q Do you believe as the -- in your supervisory role on behalf
11 again, I'm a lawyer not a science person. | have good 11 of the BioTrust, that the information contained in the
12 friends who are, and some times the words aren't quite the 12 brochure is a sufficient amount of information for a parent
13 same. If you can correct me, I'm not above being corrected. 13 to make informed consent?
14 My pride will not get in the way, so -- and besides, I'm 14 A Yes. We work very hard to ensure that we have the elements
15 married. I'm correct ed a lot, so there you go. 15 that are needed in that brochure. So, yes, | do believe
16 So the -- you just mentioned about informed 16 that.
17 consent -- just now was th e phrase you just used. Do you, 17 Q Allright. Is there any other processes, procedures, or
18 in your role at the de partment, make a distinction between 18 communications or documents in any way outside of the
19 consent versus informed consent? 19 brochure that is utilized to give parents information so
20 A Sowe -- when we are doing projects that involve consent, we 20 that they have better or equal informed consent?
21 use a process of informed consent. In the case of Michigan 21 Essentially is there anything other than the brochure that's
22 BioTrust, we invested significant time in developing the 22 available to parents at the time of the birth of their child
23 informed consent brochure for Michigan BioTrust, spent time 23 that the department provides them?
24 looking at the informed consent form that goes -- that 24 A So the department engages in baby fairs. They provide
25 parents see, try to make those materials as clear as 25 education to physicians that can be used with expectant
Page 23 Page 25
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1 parents. We provide education to nursery staff within 1 that form it says, "Before signing this form, please read
2 hospitals so that there is awareness of what this program 2 "Your Baby's Blood Spots'." It gives details on how small
3 is. The informed consent brochure, the "After Newborn 3 drops of blood collected for the newborn screening may be
4 Screening: Your Baby's  Blood Spots," Michigan BioTrust 4 used in research through the Michigan BioTrust for Health.
5 brochure, is meant to be the document the parents can see at 5 "If you have questions, please call the Michigan Department
6 the time that they are signing -- that they are, you know, 6 of Health and Human Services toll free at" phone number.
7 deciding whether or not th ey want to have -- whether or not 7 Q Aslunderstand, you're reading from the consent card
8 they want to consent to the storage of their baby's blood 8 itself; correct?
9 spots. 9 A Correct. Sowe make sure  to reference right at the point
10 But there are other avenues that we use to promote 10 that parents are being asked to sign something that this
11 the program and the existence of the program with social 11 brochure exists. The expectation of the department, the
12 media, baby fairs, education to providers. 12 instruction at the department in the provider education
13 Q Idon'twantto putwords inyour mouth but everything you 13 materials is that this brochure is provided to parents, you
14 just described would be a phrase | would usually describe as 14 know, so that they are ready when this card comes to them
15 "marketing materials." Would that be a fair statement to 15 during the baby's stay at the hospital.
16 cover what you just said? 16 Q Do you have any policies -- written policies, directives or
17 A Ithink it's promotion, education, marketing, you know, we 17 laws, administrative rules or anything that directs when a
18 have the baby's blood spot brochure up on our website. You 18 brochure is supposed to be provided to parents?
19 know, with Zoom -- sorry. With the situation that we're all 19 A Interms of the -- there is not a written statute or rule
20 in right now with the epidemic, there aren't baby fairs and 20 about the timing of that delivery to my knowledge. | would
21 things like that. And we've included the brochure and other 21 have to go look to see the specific language that is in the
22 materials in virtual baby fairs that are going on. 22 -- the education material s that we provide to staff at
23 So | think, you know, we put materials out, but 23 hospitals regarding that timing. But the purpose and the
24 part of those materials are the actual informed consent 24 point of the training regarding active consent is -- that is
25 brochure, which also includes the information that you would 25 important as informed co  nsent and that parents have that
Page 26 Page 28
1 be looking at at the time that you are asked if you would 1 brochure.
2 like to participate in the Michigan -- 2 Q Do you know -- when you me ntioned about training, what sort
3 Q I'mgoing to make the repres entation to you that | represent 3 of training does the department provide to the hospital that
4 five parents over -- who are the parents of nine children 4 you're just referencing righ t there? What kind of training?
5 and all of them will testify under oath that none of them 5 Like, when does that occur and how does that occur?
6 received the brochure fr om the Department of Health and 6 A Sure. So the training occur in a couple different ways.
7 Human Services or any agent thereof. 7 Trainings occur via webinars. Sometimes they occur where
8 What steps, if any, does the department take to 8 staff physically go to a hospital and have a regional in-
9 make sure that a newborn screening -- or excuse me -- that 9 person training. That 's been difficult this year.
10 the brochure -- | believe you call it "Your Blood Spots" | 10 Obviously we can't do that this year. We also offer
1 believe you called it -- the brochure is provided to parents 1 training at different conferences that nursery staff may be
12 before they're asked to sign any sort of consent form? 12 at. We have a newsletter that goes out to nursery staff and
13 A Sothe Michigan Department of Health and Human Services 13 other health providersta  |king about aspects of the newborn
14 provides education to the nursery staff. We provide the 14 screening program, an  d we include messages about the
15 brochure to nursery staff. The card that people are asked 15 Michigan Biot rust in that as well.
16 to sign is meantto be  used in conjunction with the 16 Q Istraining mandatory?
17 brochure, and that is made very clear in the education. I'm 17 A Weare -
18 sorry. Just one second. 18 Q That'sa"yes" or "no" question. Is it mandatory?
19 Q No problem. Take your time. 19 A 1would need to go back and look and see if we use the word
20 A I'mtrying to enlarge some thing so | can read it to you. 20 "mandatory” when we are speaking to the nurseries. Itis
21 (Witness review electronic data via video) 21 expected that staff are tr ~ ained in this. Whether or not we
22 And we -- sorry. | shou ldn't click and talk at the same 22 say this is a mandate th  at you must take every staff member
23 time. | apologize. 23 through, | don't know if we use that word. But it is our
24 Q Take yourtime. That's no problem. 24 expectation that staff who are working a nursery, you know,
25 A And the form itself that parents are signing, at the top of 25 providing that care direct  ly to parents, are trained about
Page 27 Page 29
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1 the Michigan BioTrust just as they are trained about the 1 personnel. When -- we also -- we do look at specifics we
2 neonatal screening. So, you know, this is -- education 2 have about how often our informed consent form is returned
3 about the Michigan BioTrust is being provided alongside 3 blank. We look to see, you know, how often there are --
4 education about the neonatal screening. 4 there, you know, appears to be something about the form that
5 Q What steps, if any, does the department take to ensure 5 is making clear that there's some sort of lack of clarity or
6 that -- 6 some sort of -- if the form is filled out, you know, in a
7 A I'msorry. You may be on mute. 7 way that is unclear. We follow back on that as well.
8 Q No, I'm not. 8 We have one-on-one sessions with hospitals where
9 A No? Isitme? 9 we have concerns about the percentage of forms that are
10 Q It might be you. We can hear you. 10 coming back blank or if we have concerns about, you know,
11 A Sorry. Can you still hear me? 11 complaints that we have received, something like that, about
12 Q We can still hear you, yes. 12 the newborn screening program, or if there's concerns or
13 A Ican'thearyou. Canyou hear me? 13 complaints about Michigan BioTrust itself.
14  Q VYeah 14 We would work with the nursery coordinator and
15 A I'msorry. Ican't hear you. 15 then work to get staff refresher training. For example,
16 MR. ELLISON: Aaron, do you have her phone number 16 we've done sessions where we will have -- you know, our
17 or something that you can -- 17 staff will provide multiple sessions to ensure that nursery
18 MR. LEVIN: We can get it, yeah. That won't be an 18 staff has multiple opportunity within a facility to be able
19 issue. 19 to get trained. We also have repeated reminders that, you
20 (Off the record) 20 know, there are new staff training that is available.
21 MR. ELLISON: All right. So just for the record 21 Let me ask this: Do you track whether these employees are,
22 here, we just took a -- we had a small break because of 22 in fact, been properly tr ained at an individual employee-by-
23 technical difficulties, but we're back on here now. 23 employee level?
24 Q My question -- I'd like to follow up with the question | 24 No. We do not have a record of everyone who is working in a
25 just asked about is there any administrative rules, 25 nursery in the state of Michigan. We work with --
Page 30 Page 32
1 policies, or directives that mandates that training be 1 Okay. Is the hospital required to keep a record like that?
2 provided to the appropriate hospital personnel? Meaning 2 Not to my knowledge, no.
3 everybody that needs to provide a brochure and provide the 3 What if a hospital such as -- for example, I'm up in
4 information does, in fact, do so? 4 Saginaw. One of our big hospital systems is Covenant
5 A Areyou -- can you repeat that? I'm sorry. 5 Healthcare in Saginaw, Michigan. What if Covenant just
6 Q Iguess let me put this into context. Okay? 6 said, "You know what? We don't have the time because of
7 A Uh-huh (affirmative). 7 COVID right now to deal with any of this stuff. We're not
8 Q My sonwas born in September of 2017 at a hospital in 8 going to do anymor e newborn screening blood spot
9 Saginaw, Michigan. The hospital never provided us with a 9 extractions." Can they simply just ignore the department's
10 brochure nor provided us with any information until almost 10 directive to do so?
11 12 hours after his birth. At that point we had, you know, 11 So in this case you're talking about the newborn screening
12 no knowledge or information about the newborn screening 12 program, not the Michigan BioTrust program?
13 program, and the nurse that was there knew very little about 13 Well, let me be clear. | mean, just to make -- let me lay
14 the program as well. So the context -- that is my context. 14 the foundation then. You would agree that the blood spots
15 What I'm trying to understand is what steps does 15 that go ultimately to the newborn -- or to the Biobank are
16 the department take to make sure that, for example, the 16 the residual leftover spots from the newborn screening
17 nurse with my son, for example, is sufficiently and properly 17 program; correct?
18 trained so that they can, A, provide the brochure, and, B, 18 Correct.
19 provide sufficient information so that parents like myself 19 Okay. And the newborn screening program blood spots come
20 and my wife can make informed consent? Can you explain what 20 from the blood extractions done by health professionals at
21 steps or what guarantees the department provides so that the 21 the hospital within -- what? -- the first 36 hours typically
22 necessary training is undertaken by these hospital 22 of the birth of an infant in a Michigan hospital; correct?
23 personnel? | think you've been calling them "nursery" 23 Correct; yup. Apart from home births; correct, yeah.
24 employees, but the hospital personnel in some way? 24 What if a hospital simply just said, "We don't want to
25 A Sure. So we provide regular educational sessions with 25 participate anymore in your program"? What would happen?
Page 31 Page 33
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1 A Sointhe case of the Mich igan Newborn Screening program, a 1 professional not to perform any aspect of that test?
2 physician who is overseei  ng the birth of a child must cause 2 MR. LEVIN: I'm going to object just to the extent
3 the newborn screeningtoo  ccur. So that would be, you know, 3 it calls for a legal conclusion.
4 the heel stick -- there's other aspects of newborn screening 4 MR. ELLISON: Noted.
5 besides just the heel stick that you are referring to. 5 Q Go ahead, Doctor. You can answer.
6 Q Ijustwantto be clear. |only want to focus on the 6 A Sothe law is -- by my epidemiologic training or
7 newborn screening. | kn ow there's other tests that are 7 understanding, the law is directed at the physician, not at
8 done, hearing and other types of tests, but this case is 8 the parent.
9 only about the newborn sc reening program and the heel prick 9 Q Whatif aphysician decided, "I'm going to follow the
10 test. 10 directives of the father,” which in the example we've been
11 A Ineed to be totally clear with you. Hearing is part of the 11 using would be me, and "I'm not going to conduct that test
12 newborn screening. So what you are referring to is the 12 because it would be contrary to his expressed wishes and
13 portion of the newborn sc reening program that is the dried 13 directives as the parent of that newborn child"? What
14 residual blood spots orth e blood spots. So the majority of 14 steps, if anything, or wh at trouble could the doctor get in
15 disorders that are screened for a newborn screening, occur 15 based on following the directive of the parent rather than
16 through screening of that blood. But newborn screening also 16 the department, if any?
17 includes screening for  hearing and screening for critical 17 A So state law is where the directive is coming from to the
18 congenital heart defects, which are point of care 18 provider. | am assuming what the provider would have to do
19 screenings. So that's  all part of the newborn screening 19 is to document all the efforts they made to explain to the
20 program. 20 parent the purpose of the screen, you know, what difficulty
21 Q Okay. Fair enough. Somy -- 21 the child -- what risk the child is facing if they do
22 A Soif someone -- so if -- yeah. 22 have -- they're unfortunate enough to have one of these
23 Q I'msorry. Go ahead. 23 newborn period disorders.
24 A Soif ahospital stated,  "We're too busy with COVID," | 24 Yes, | think there would be a lot of education and
25 think was your example -- 25 discussion, and then the provider, you know, would have to
Page 34 Page 36
1 Q Correct. 1 take it up with their hospital and their legal counsel.
2 A --tobe able to perform the heel stick portion of the 2 Q So my question is what would that do from the department's
3 newborn screen, we woul  d be very concerned about that 3 standpoint? What would that do for the doctor, anything?
4 because those babies would be at risk for, you know, more 4 A No. The department does  n't have some sort of sanction
5 than 55 conditions not be  ing screened for that could cause 5 against the physicianin  that case. The department does
6 significant -- could cause loss of life or significant brain 6 follow up -- so what that would look like to us is that
7 damage to that child or other significant irreversible 7 there was a child who di  d not receive a newborn screening.
8 physical harm due to lack of that screen. 8 We routinely look for ba  bies who have had a missed screen.
9 So that would be taken extremely seriously by the 9 We contact the parents to try and get the child in for a
10 department, and we would be -- | mean, | would be very 10 screen. These are childre  n who -- you know, baby can appear
1 surprised if a hospital took that step because of the 1 beautiful, happy, you know |, healthy, all systems go, and two
12 jeopardy that it would put that child in. 12 days later completely cras  h, seize, their heart stops, they
13 Q Whatif a parent like myself were to say, "I do not want to 13 go back into the hospital because they have MCAD. Or, for
14 participate in the heel pr ick test at all"? "Do not take my 14 example, a critical congenital heart point of care screen
15 son's blood. Do not do it for a newborn screening test. Do 15 because some children, again, beautiful, happy, great
16 not put it into the neonatal Biobank, no aspect of that 16 outcome. Baby leaves, tu  rns blue and, you know, has a major
17 portion of the newborn screening program." Is that 17 heart defect.
18 permissible? 18 So these programs are put in place because there
19 A Sothe -- so the state law is on the physician to cause a 19 are children with these rare disorders who have deaths,
20 newborn screen to occur. If a parent was refusing to 20 disability, brain damage, ph ysical damage because they don't
21 participate in that, that would be agains t medical advice. 21 have the screen. Sowe  take missed screens very seriously,
22 That would be up to the hospital to work through with that 22 and we follow up with the parents, try to explain, again,
23 parent in that -- that parent in that case. 23 what the program is about, why it's important. We also --
24 Q So the department would not be against Michigan law, as you 24 you know, we wantto ma ke sure that the child is connected
25 understand it, for a parent to direct their medical 25 with a pediatrician or the pediatrician is aware that the
Page 35 Page 37
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1 child did not have a screen. 1 consent obtained on behalf of the State of Michigan to the
2 That way if the child has some kind of symptom, 2 hearing test, the critical congenital heart defect screen,
3 something going on, the ph  ysician may have a higher index of 3 or the heel stick. Wh ether or not the hospital has some
4 suspicion for certain kinds of conditions and be treating -- 4 sort of consent to treat form or something like that, or
5 be attentive to that ~ symptom in a more urgent way than 5 whether those are covered within the consent to treat form
6 perhaps they would for a baby who has a newborn screening 6 that people sign when they come in to the hospital, | don't
7 result that came back completely normal. 7 have knowledge of that.
8 Q Okay. The question for you then is part of the informed 8 Q Looking at the -- | believe earlier you were looking at a
9 consent process and when you inform parents of their options 9 consent card in front of you as part of the deposition here
10 in this system, does the department provide them -- provide 10 today.
11 notice that the parent can completely opt out or otherwise 11 A Yup.
12 not participate at all in the newborn screening program as 12 Q One of the curiosities that | find on this is that there is
13 it applies to the heel prick test, the newborn screening 13 no option, at least as to my client's time frame when the
14 program, and the Biobank as one big unit? 14 card was in effect -- at least the version they got in
15 A Sothisis where nome nclature and precision is very 15 effect, that would actually preclude the department from not
16 important. 16 storing the sample at all. Simply -- | guess to shortcut
17 Q Okay. 17 this that the sample shou Id be destroyed directly after the
18 A Theinformed consentis  for the Michigan BioTrust. 18 newborn screening testing is completed. Why is that not
19 Q Okay. Pretend I'm a -- again, we'll use the example of me 19 presented as an option to parents?
20 to use it as an example. When | am presented with a copy of 20 (Witness reviews electronic data via video)
21 the brochure and the consent card, is the option of me 21 A Sothe card -- sorry. I'm having difficult with my screen.
22 opting out of any part of that program, meaning completely 22 Q That's okay. Take your time.
23 opt out of that program, is that presented as an option to 23 A Sothe card states -- so, for example, you can check:
24 me at the time that th is informed consent is being -- is 24 "No. My baby's leftover newborn screening blood spots
25 attempting to be obtained from a parent like myself? 25 may not be used fo  r health research. By checking this
Page 38 Page 40
1 A Canyou please be clearer in your question about what you 1 box, you understand blood spots will be stored for up
2 mean by the "program"? 2 to 100 years but not used for research. The blood
3 Q I'matthe hospital. My son has just been born. 1, as a 3 spots are stored so the state lab can perform quality
4 parent, do not want to participate in the heel prick test, 4 control tests and improve newborn screening. You may
5 the newborn screening program, or the Biobank in any way, 5 contact MDHHS if you do not want blood spots stored for
6 shape or form. In fact, | don't want you to even conduct 6 any reason after newborn screening."
7 the heel prick test because | have an objection to what you 7 Q Do you know what year th at particular version of the card
8 guys are doing at the Department of Health and Human 8 has been utilized in?
9 Services. Is that option presented and told to me that | 9 A If I can make it big enough.
10 have the ability to opt out completely as part of the 10 Q The reason why | say -- while you're looking, the text you
1 informed consent process? 1 just read to me is not the text that's on the BioTrust card
12 MR. LEVIN: I'm going to object to relevance to 12 for the infant by the initials RFK in this particular case.
13 the extent some of this has been dismissed. 13 That would be signed by Ashley Kanuszewski on 4/22/13. Do
14 MR. ELLISON: Understood. This is part of a 14 you know when those -- | guess what I'm trying to
15 chain, though, obviously, but | understand what you're 15 understand, what version of the card you're looking at right
16 saying. 16 now. Is there an indication?
17 Q Go ahead, Doctor. 17 A Solam looking at the most recent card. | don't know, from
18 A Sothe Michigan BioTrust consent brochure is presented to 18 what | have here in front of me, when that card went into
19 the parent along with the informed consent form for the 19 effect, but we can find that out.
20 Michigan BioTrust program. That is what the consent is 20 Q Okay. The reason why -- | also have in front of me a
21 about. 21 copy -- and this has all been produced pursuant to a
22 Q Okay. 22 subpoena and discovery in this particular case. I'm looking
23 A The consent is not about the medical care in terms of the 23 at -- for the same parents, we have child CKK who was born
24 newborn screening which, in this case, the testing is 24 on or about February 10th, 2016 also of Ashley Kanuszewski.
25 occurring at the state laboratory. So there is not active 25 That consent card is completely different than the one that
Page 39 Page 41
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1 was just simply three years before that. | mean, it's a 1 awhile since I've read the materials that came in the
2 whole different design completely and none of the text you 2 original filing.
3 just read is in that consent card. 3 Q Okay. And also -- | also was just curious if you've read
4 A So- 4 the article written by Professor Sonia Suter. She's a
5 Q Do you have any information as to how or why these consent 5 bioethicist. She's actually a law professor writing about
6 cards have been changed over the years? 6 informed consent, about Mi chigan's informed consent system.
7 A Sure. Soas | mentioned, we work to try and improve how the 7 Did you have a chance to read and have a comment on her
8 language is on the card so it can be more understandable. 8 article?
9 There have also been changes in federal regulations related 9 A 1do not have a comment today on her article. | do not
10 to informed consent that we needed to incorporate into the 10 recall reading it. It doesn't mean | haven't. It's been
1 card so that the card changes for that reason as well. 11 quite a long year in terms of COVID.
12 Q What federal regulations have gone into effect that require 12 Q Fairenough. And | get-- and by the way, | know you guys
13 the change in the card, if you know? 13 have been busy, busy, busy with COVID, and as a member of
14 A Sothere are -- and I'm sorry. | don't have complete -- | 14 the public, I'm very grateful for the work you guys have
15 don't have like a detaile  d time line to refer to here in 15 been doing. So -- all right. So, finally, just a couple
16 terms of when those changes occurred and which kind of 16 last follow-up questions for you. Harry Hawkins, | believe
17 changes they were. But there have been changes to OHRP 17 is someone who worked underneath -- correct me if I'm
18 regulations as well as changes to the -- I'm going to get 18 wrong -- worked underneath you. He's since passed
19 the name wrong -- the Federal Newborn Screening Saves Lives 19 obviously. Did he work underneath you as part of your
20 Authorization Act. 20 supervisory chain?
21 And then again, we also -- you know, we've spent 21 A No. Dr. Hawkins worked in the laboratory in a very --
22 time trying to improve the language on the card to make it 22 Q Would that be Dr. Shah?
23 simpler to understand, clea  rer. You've referenced a couple 23 A Yes.
24 times that | am a scientist, and of course the way | speak, 24 Q Okay. Allright. Canyou also confirm that the information
25 you know, we try very hard to make sure that we're not using 25 that's extracted by the newborn screening program is stored
Page 42 Page 44
1 scientific terms when we can avoid it, that we're not using, 1 in the system that we ca Il the "central registry"? You're
2 you know, scientific language or that kind of thing in the 2 looking confused.
3 card so that it is plain language because, you know, that is 3 A Canyou ask that again? Sorry. Yeah.
4 what makes it an informed consent as opposed to a -- just 4 Q Thereason why | ask is -- so let me give a little bigger,
5 consent. 5 broader context here so we can communicate effectively. My
6 Q Wouldyou-- 6 understanding is if someone like a researcher -- pretend I'm
7 A People need to be able to understand what you've written. 7 a researcher now rather than -- I've been using me as a
8 Q Okay. Have you -- I'm on my downward slope here on the last 8 parent. Pretend I'm a researcher at a university, and |
9 few moments here. So have you, by chance, had the 9 want to get ahold of everyone, and | saw -- for example, on
10 opportunity to read the articles written by my experts in 10 the video that you guys have on your website, a study was
1 this case, like Dr. Elizabeth Eisenhauer or Dr. Sonia Suter 1 done about mercury leve s for pregnant women around Lake
12 in this case, as part of your preparation today or 12 Superior, for example.
13 previously? 13 A Unh-huh (affirmative).
14 A Ido not recall reading an article -- can you -- it was 14 Q And!wanted to get blood samples from everyone who is -- |
15 Elizabeth Eisenhauer and Susan -- 15 want to get blood sample s from the Biobank that's people
16 Q Susan-- Sonia Suter -- Professor Sonia Suter -- 16 from particular zip codes during a particular time frame.
17 A Oh, I'msorry. 17 That information, as | understand it, is stored in the
18 Q --from George Washington University and Dr. Elizabeth 18 system called a "central registry." Am | right or am |
19 Eisenhauer from Oakland University. She's a professor of 19 wrong about that?
20 nursing. They've done st udies about the understanding and 20 A I'mnot sure what database you're referring to.
21 consent by patients -- well, excuse me. | should be clear. 21 Q Okay. So the term "central registry," that's not ringing
22 Dr. Eisenhauer has done studies about the knowledge of 22 anything for you right now?
23 parents who are providing consent at the time of birth. 23 A The Department of Health and Human Services has registries
24 Have you seen her article at all? 24 for -- like we have a cancer registry. There's a -- some
25 A Idontrecall that | have seen her article. It has been 25 aspects of the birth certificate are referred to as a
Page 43 Page 45
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1 registry at different points when the birth certificate is 1 board review at MDHHS. You would have gone through human
2 being managed. But I'm not quite sure what you mean in 2 subjects review at your own institution as a researcher, and
3 relation to newborn screening data. 3 at that point the information that you'd be looking for
4 Q Okay. Let me ask it this way. Let's clear that off the 4 would be prepared. So there would be -- staff would go
5 table and ask it this wa y: Pretend I'm a researcher that 5 through and identify the children who we are able to pull
6 wants to do research on mercury levels of pregnant women 6 under that request --yo  u know, their records and their
7 around Lake Superior State University -- or around Lake 7 session number.
8 Superior up in the Upper Peninsula. | want to find blood 8 Epidemiologists would gather the data, like I'm
9 samples during a particular time frame with particular zip 9 assuming you want mother's age or, you know, how many births
10 codes up in the Upper Peninsula. How would | go about 10 she's had or something -- thinking about that research
11 getting that information -- or how would | go about getting 11 question, but, you know, wh atever it is that has been agreed
12 those blood samples that would be responsive to that 12 upon. Oh, there's one other document that -- there's two
13 categorization or that narrowing of samples that I'm looking 13 other documents that you would go through. You would also
14 for? How will | go about doing that? 14 have a data use agreemen t because you were using data for
15 A Yup. Soyou would contact the department. You would 15 certain purposes. You can't use data - it's not like we're
16 provide a protocol as --yo  u know, with that kind of detail 16 just giving you dataand  you have ownership over it. You're
17 in it in terms of, "I need women who delivered to -- you 17 getting it for certain purposes. And there would also be a
18 know, were born to women who lived in these areas during 18 material transfer agreemen  t that covers the residual dried
19 these time periods." We would -- for example, Mary Klein or 19 blood spots.
20 some of her staff might have a conversation with a 20 Once all of those -- and the data use
21 researcher trying to understand more about what they are 21 agreement would be reviewed by our compliance and privacy
22 looking for so that we can help them tailor that ask. 22 office. Once all ofthat  paperwork, protocols, and forms
23 Very often researchers -- you know, you may want 23 have been reviewed and approved, the accession number for
24 to know where the mother was living at the time of -- you 24 the children that met the inclusion criteria for that study
25 know, before they became pregnant. We don't have 25 would be sent down to Michigan Biobank -- Neonatal Biobank.
Page 46 Page 48
1 information on that. So we just talk to the researcher. 1 That's the only thing they  'd know is that accession number.
2 You know, we can identify children in terms of the zip code 2 They would look to find those spots. They would process
3 that they lived in that's on their birth certificate. 3 however number of punches of those spots were needed.
4 That's the zip code that their residence was -- their 4 We would provide -- because there is data in this
5 mother's residence was at time of birth. 5 case, we would provide the limited data set with that
6 So they would have their written protocol. They 6 accession number, and th  at would be provided to the
7 would also fill out a human subject review form, the IRB 7 researcher and then the bl ood spots would be provided to the
8 application. Their protocol, their IRB application would be 8 researcher with -- sorry. Let me back up. | said something
9 reviewed by the human subjects review board. It would also 9 wrong there. We prov ide the accession number and limited
10 be reviewed by the scientific advisory board that's part of 10 data to the Biobank. They  put that together with the dried
1 the BioTrust. So there would be three reviewers with 1 blood spots for that indi  vidual and then they give it a
12 different kinds of expertise who would look at that 12 totally different number.
13 application in a blinded manner -- pardon me. And they 13 So the Bi obank doesn't know  who the child is or
14 would provide information -- they would rate those 14 the mom. The researcher  doesn't know who the child is or
15 applications. They'd pr  ovide their opinion and their score 15 the mom. If the research  er calls my staff -- they have a
16 back to the department. 16 study ID attached to th  at sample and the data that they
17 If the application passes that point, depending on 17 received. Ifthey called  my staff and said, "I'm looking at
18 the other kinds of information that might -- that the 18 sample such and such an  d blah, blah, blah, | want to know
19 researcher might be looking for, there may be other steps. 19 more about this person,” | don't know who that person is.
20 So, for example, if you -- you may have to go through a 20 So it is -- we have -- you know, one of the
21 science advisory board that vital records has. That might 21 reasons why the Michigan Neonatal Biobank is important is
22 be another step that your application will go through. But 22 that, you know, my sta  ff don't hold the key between the
23 let's pretend it didn't have to go through that one. You 23 identity of this person  that the materials are about and the
24 have gone through the hum  an subjects review at the -- at 24 researcher. Sorry. That  was a lot of information. That
25 MDHHS. You would have  gone through scientific advisory 25 was (inaudible) a long time there.
Page 47 Page 49
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1 Q No;no. You're saying exactly what | need. You're 1 Q And before May of 2010, there was no written consent

2 confirming a lot of the details that | understood and come 2 obtained by the parent for medical research for -- say

3 to learn about the program. So | guess my -- | guess the 3 for -- say, for example, a 2004 sample was to be provided

4 point | was trying to make with all this, it is possible to 4 from one of these studies, for example, no parental consent

5 associate certain identifying criteria to a particular blood 5 was obtained at th at point directly; correct?

6 sample, meaning zip code, mother's age, you know, what 6 A Correct.

7 number you were in birth, to a particular blood sample 7 Q Allright. And then the reason -- and the basis for that

8 that's being stored at the Biobank, subject to all those 8 would have been the waiver of informed consent by the IRB

9 details that you just provided just now? 9 board?
10 A Itis possible to provide a researcher with a very limited 10 A Correct.
11 set of information about a family. And we spend a lot of 11 Q After 2010, does the departme nt take any steps, once a child
12 time working with researchers to -- for example, we would 12 is born, they sign this consent form, does the department in
13 not give mother's age. We would give age group. So we 13 any way go back after a certain amount of time and say,
14 spend a lot of time limiting the amount of information or 14 "Hey, your sample is subject to medical research activities.
15 thinking through, you know, how little information -- and, 15 Do you wish to continue to provide us with consent?" Do you
16 quite frankly, how little information can we give to this 16 ever go back and re-up or renew consent at any point?
17 researcher where they can still accomplish their goal and 17 A No, we do not.
18 provided that goal is in, you know, alignment with the 18 Q Anyreason why not?
19 community values advisory board, the scientific advisory 19 A There's two thoughts in resp onse to that question. We have
20 board, you know, all of those principles and review steps 20 obtained informed consent for use of a sample of materials,
21 there. 21 that is someone's, you kn  ow, intention at that time. So we
22 Q Okay. 22 make use of that informed consent going forward. We do not
23 A Soyou wouldn't get a blood spot that says, you know, "This 23 have a record of where that person has gone, you know,
24 is from a 35-year-old mother from," you know, "2004 births 24 where -- where that person is now. We do not have a
25 at zip code such and such." You know, that would not 25 mechanism for reaching ba  ck out to that individual. That

Page 50 Page 52

1 happen. 1 would be a very large undertaking to reach back to 100,000

2 Q Letme ask this then: You mentioned now when a researcher 2 people a year, for example, let's say.

3 wants to get access to a blood sample, they've got to get 3 Q Okay. Let me ask this question, too, is that obviously when

4 approval through, for lack of a better word, your office, 4 a child is born, they are not in a capacity to make a

5 IRB, the privacy office, th e keying and re-keying of those. 5 decision like that as a one or two-day old child. You would

6 After all that, does the department ever go back to the 6 agree with that; fair?

7 parent and get their consent or back to the individual, if 7 A Sometimes | wonder about my own daughter, but, yes, | agree.

8 they're over the age of 18, and get their consent to 8 Q True, true. Okay. You would, at no point, though, when a

9 participate in a blood study? Whether or not -- | don't 9 person becomes the age of majority, which in Michigan is the
10 want to di fferentiate right now, because | will in a 10 age of 18, that the department doesn't go back and confirm
1 moment, between prior -- May of 2010 and after May of 2010? 1 that they -- the actual person themselves wishes to continue
12 A The department does not go back to parents whose child is 12 to be part of a potent ial research study or studies going
13 part of a study. We're relying on informed consent or the 13 forward?
14 waiver of informed consent that exists associated with that 14 A Correct. We do not do that.
15 blood spot. A parentcan  -- or an adult whose blood spot is 15  Q Anyreason why not?
16 in our system, can put in a form to remove their informed 16 A We have not had resources  to be able to do that. Again,
17 consent to remove their samples from this process and/or to 17 the -- that would be, you know, 100,000 people a year that
18 have their spots destroyed. 18 we are reaching back out to for re-consent, | think.
19 Q Iknow, but my question, though, is that when studies get -- 19 Q Butif you were to use a sample that the person today -- say
20 when the study is -- after checking through all those 20 just today -- you had a researcher today, and the person
21 offices and all those different steps, the department does 21 was -- the sample being us ed of somebody who is now 30 years
22 not go back and ask either the parent, if the child is still 22 old, you would not be reaching out to that 30-year-old
23 a minor, or the person's blood spot itself for consent to 23 person to say, "We want to use your sample now even though
24 participate in that particular study; correct? 24 your parent, who is not yo u, gave some form of consent back
25 A Correct; correct. 25 30 years prior on the day you were born"? You don't do
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1 anything like that; correct? 1 for today. So thank you for your time.
2 A No, we do not. We do not. 2 THE WITNESS: Okay. Thank you.
3 Q Alright. Last question | have is -- all right. | guess 3 MR. LEVIN: Jeremy, do you have anything? Do you
4 I'm going to skip over that. 1'm going to skip over that 4 want to go first?
5 part. | want to follow up with -- we didn't start in the 5 MR. KENNEDY: | do have some, yes. Good
6 beginning, so we jumped ri ght off. If you could actually 6 afternoon, Doctor. My na me is Jeremy Kennedy. I'm the
7 give your name for the record, as we jumped right into 7 attorney for the -- actually at this point Dr. Antonio
8 starting into this before . If you give your name for the 8 Yancey.
9 record? 9 MR. ELLISON: Jeremy, I'm going to step away out
10 A | was wondering, yes. 10 of screen. | can still hear you, but I'm just going to step
11  Q Yeah. 1 off the camera but keep going.
12 A Somy name is Dr. Sarah Lyon-Callo. I'm the director of the 12 MR. KENNEDY: Okay. Thank you.
13 Bureau of Epidemiology and Population Health. Currently | 13 EXAMINATION
14 am also working out of class as the director of the Bureau 14 BY MR. KENNEDY:
15 of Infectious Disease Prevention. | have a -- 15 Q Doctor, you distinguished, | think rightfully so, between
16 Q That wouldn't have something to do with the COVID, would it? 16 the BioTrust and the Biobank; correct?
17 A Justalittle. Dr. Shah and | are pretty much all COVID 17 A Correct.
18 seven days a week. | have a Ph.D. and a master's degree in 18 (Mr. Hendricks exited deposition)
19 epidemiology. | have been working with the department 19 Q The Biobank, does that do anything other than store the
20 officially as a civil servant since 2001. Prior to that | 20 dried blood spot cards, to your knowledge?
21 worked with the department as a contractor from fall of 21 A So the Biobank stores, ma intains, you know, records about
22 1998. And | was the director of the Division of Lifecourse 22 how many spots are on the st ores so they sort of curate them
23 Epidemiology and Genomics with the newborn screening 23 in addition to keeping them nice and cold. And they also,
24 follow-up program beginning in 2012. | think that's 24 upon the direction of the Michigan Department of Health and
25 everything you need from me, but happy to answer anything 25 Human Services, distribute spots. So they'll assign the
Page 54 Page 56
1 else. 1 study-specific number to a spot and provide that and then
2 Q |Ithink so. 2 distribute that spot out to the researcher at the
3 MR. ELLISON: At a minimum here, | appreciate your 3 director -- direction of Mi chigan Department of Health and
4 time today and workin g with the communications between 4 Human Services. The Mi  chigan Neonatal Biobank will also
5 scientist and lawyer, which is always -- not always apples 5 promote the existence of this resource to researchers as
6 to apples in communication. | appreciate your time. And on 6 well.
7 a personal note, | do appreciate all the hard work you guys 7 Q They do not, however, approve research projects, to your
8 have been doing down with COVID because | know you guys have 8 knowledge?
9 been on -- very much involved. And part of the reason we've 9 A No, they do not.
10 delayed these depositions as long as we have, is we want to 10 Q And they do not select the dried blood spots that are sent
11 keep you guys working on that. 1 to researchers; correct?
12 THE WITNESS: Yeah. 12 A Correct.
13 MR. ELLISON: As we often thank our veterans, I'm 13 Q The only -- the Michigan Department of Health and Human
14 also going to thank our scientists, so we appreciate your 14 Services directs them to provide certain dried blood spot
15 work helping us all out, the rest of us over here who are 15 cards to researchers and that is all the information they
16 hiding in our holes. So we appreciate it. 16 get; correct?
17 THE WITNESS: Well, thank you, Mr. Ellison. | 17 A I'msorry. Canyou repeat that?
18 really -- thank you very much for saying that. Thank you,. 18 Q When thereis a-- when they are -- when they do provide
19 MR. ELLISON: Well, | was going to say nobody 19 dried blood spot cards to researchers, they -- the
20 thanks a lawyer, | can tell you that, but I'm going to thank 20 information the Biobank gets is simply, as | understand it,
21 a scientist for sure. 21 "Pull these particular blood spot cards and send them to
22 THE WITNESS: | have to admit | have seen -- yeah. 22 this entity”; correct?
23 MR. ELLISON: Anyway, thank you for your time 23 A Sothe Biobank will be in  structed to find the cards with
24 today. I'm going to turn it back over. These two other 24 certain accession numbers -- ascension -- accession numbers.
25 gentleman might have some questions for you, but I'm done 25 It will be directed how any punches of the card out of a
Page 55 Page 57
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1 dried blood spot need to be provided -- these little 1 looking for ways to protect the public health? Would that
2 13 millimeter punches. An  d in some cases they may also be 2 be accurate, broadly speaking?
3 given a limited set of va  riables, information that needs to 3 A Yes, that would be accurate.
4 be sent with that dried blood spot. 4 Q And part of the reason you store these cards, again, in
5 Okay. When they get a -- when they get a dried blood spot 5 broad terms, is to at least in part develop tests for
6 card from Health and Hu man Services for storage purposes, 6 additional screenings of newborns if there are additional
7 the card is de-identified; correct? 7 conditions, diseases that can be detected in the initial
8 Correct. 8 screening? You can discover those as well?
9 It just has an accession number that allows DHS to locate 9 A Yes. This resources is something that can be used to
10 the card to say, "These are the cards we need if it comes up 10 identify -- to aid in the development of new tests for new
1 in the future"? 1 disorders. Or | should put it -- it's not a new disorder.
12 Correct. Yeah, the name, date of birth, all that is ripped 12 It's disorders. Let me be clear. It's an important
13 off the card before it is sent down to the Michigan Neonatal 13 resource for being able to -- for researchers to be able to
14 Biobank. 14 develop new tests that would enable the detection of severe
15 Okay. And the BioTrust program, can you just explain 15 disorders of the newb  orn period through the newborn
16 briefly what that does , the difference between the two? 16 screening process or other medical processes at time of
17 So the Michigan BioTrust -- let me just make sure. 17 birth.
18 (Witness reviews data via video) 18 Q Andinyour opinion, Doctor, is that an important thing for
19 The Michigan BioTrustis  a program that receives the use of 19 the state to be able to do to develop these new tests for
20 the residual dried blood spots in health research. The 20 existing conditions?
21 BioTrust itself includ  es outreach community engagement 21 A Yes, very important.
22 activity policy developm  ent around guiding principles about 22 Q Andwhyis that?
23 what's an appropriate use of the spots. The BioTrust also 23 A So there are more than 54 conditions that we screen for in
24 has coordination and approvals of research proposals -- or 24 newborn -- in the newborn screening program. The program
25 disapprovals of research ~ proposals requesting use of the 25 saves children's lives. This program also prevents disease
Page 58 Page 60
1 dried blood spots. The Biobank is solely responsible for 1 and disability in children. You know, | remember when we
2 storage and maintenance of the spots and then distribution 2 had the 50th anniversary for the newborn screening, being
3 at the direction of the Mi chigan Department of Health and 3 moved by meeting a young man who had galactosemia, and he --
4 Human Services. 4 if he had not been iden tified as having galactosemia, he
5 And, Doctor, you're familiar with the underlying policies 5 would have been, you know, considered failure to thrive. He
6 behind the storage of the dried blood spot cards after their 6 would not be as physically robust or mentally robust as he
7 initial screenin g; would that be fair? 7 was. And, you know, he came and spoke about what is he
8 Yes. 8 doing now.
9 Okay. Why does the State of Michigan Department of Health 9 I've also had the fortune to work with a gentleman
10 and Human Services store these dried blood spot cards after 10 who was diagnosed in newborn screening with PKU, which is a
1 they do the initial ne wborn screening for the disease -- 1 disorder where his body is unable to process a particular
12 various diseases? 12 (inaudible). What happens to people with PKU is that
13 So the BioTrust for Health was put into place because there 13 because they are unable to appropriately process that
14 was recognition that there was this population-based set of 14 aminoacid, which is one of the basic building blocks of
15 residual sample that coul  d be a very valuable resource for 15 proteins in all of our bodies, they build up toxins and they
16 research into questions of public interest and questions for 16 lose mental capacity and other kinds of capacities. So
17 public good. So, I think, in the earlier questioning there 17 before -- this is one of the first conditions we were able
18 was a comment about -- or a hypothetical about looking at 18 to screen for in newborn screening. And before there was a
19 mercury exposure to moth  ers in certain areas of the state 19 test for that and the ability for people to avoid eating
20 and what sort of mercury ex posure those babies may have had. 20 this particular aminoacid, children would, again, be born
21 It's a very important resource for understanding exposures 21 healthy, beautiful, bright, you know, a wonderful moment,
22 and conditions that babies were in during one of the most 22 and then begin to deteriorate and eventually end up with
23 sensitive periods of de  velopment in terms of gestation. 23 significant loss of co  gnitive function, being unable to
24 So would it be fair to say that, generally speaking, the 24 function, you know, independently in society.
25 purposes of storing the dried blood spot cards is you are 25 This particular gentleman who | was able to work
Page 59 Page 61
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1 with has now just graduated from medical school. So, you 1 A Sothe review process th  at we have, in terms of human

2 know, when | see those moments about how valuable this 2 subjects, in terms of sc  ientific advisory board, the data

3 program has been, it certai  nly drives us all forward to see 3 use agreement process, are all designed to protect privacy

4 what else we candoto  prevent disease, disability, and 4 in terms of if a researcher is going to use these dried

5 mortality among children. 5 blood spots. Is that what you're asking me --

6 We just recently went through a -- we've added a 6 Q VYes.

7 number of conditions just recently around lysosomal storage 7 A - orare you referring to something about the Biobank

8 disorders and a couple of  other disorders, one that's called 8 itself?

9 X-linked adrenoleukodystrophy. And there's frequently 9 Q No. I'mreferring to any polices DHS has, not Biobank
10 mothers or families -- yo u know, one of the things I love 10 policies.

1 about my job is | get to meet so many very dedicated 11 A Thank you.

12 parents. 12 Q Andthere are policies in place where a parent or a subject,

13 THE WITNESS: As you are, Mr. Ellison, as well. 13 you know, once they reac h the age of majority, can request

14 And, you know, this was a mother who had lost her son to 14 that the dried blood spot cards be destroyed; correct?

15 X-linked adrenoleukodystrop  hy. And we've just recently been 15 A Correct.

16 able to begin screenin g for that. You know, we have 16 Q And does that request go to DHS directly?

17 lysosomal storage disorders where we have families who -- 17 A Yes. Itgoes to the Michig  an Department of Health and Human

18 you know, they've lostth eir first child to this disorder. 18 Services. There is a form. There's need for

19 And their next child, they  're able to know that the child 19 identification, you know, driver's license, birth

20 may have this disease because their earlier child, as 20 certificate, so that we'r e assuring that the person who is

21 families will say, has been sacrificed. 21 requesting destruction has the ability to do so and that

22 So newb orn screening enables families to know 22 we've got the right material as well.

23 about disorders that may run in their families and prevent 23 Q Okay. And once the information is received and the request

24 that, you know, loss of life -- very painful loss of life. 24 to destroy a card is confirmed by DHS, can you walk me

25 You know, we have treatments like for sickle cell 25 through the -- how the cards are destroyed? What the
Page 62 Page 64

1 disease where children are able to take low dose antibiotic 1 process is to have the card destroyed?

2 prophylaxis in their first ye ar of life. It used to be that 2 A Do youmean in terms of the -- after the approval has been

3 one-third of babies born with sickle cell disease were dead 3 done? The actual process of destruction?

4 before their first birthday. And because of newborn 4 Q VYeah. After they get (inaudible) the request --

5 screening, the -- you know  , we don't see children dying due 5 A Okay. That--

6 to sickle cell -- due to infections in sickle cell disease 6 Q - youlook at everything, confirm that everything is

7 in their first year of lif e. I'm sorry. | could go on for 7 proper, and that the card should be destroyed, what happens

8 quite for awhile. I'm very passionate about protecting 8 at that point?

9 children. 9 A Sothe follow-up --the ep  idemiology side of the Michigan
10 No. That's a wonderful answer, and my commentary -- it 10 BioTrust folks who work wi th me usually handle the paperwork
1 sounds like it's very rewarding work. And | don't think -- 1 and making -- you know, ma  king sure that everything is in
12 from what it sounded like, it sounds like you literally -- 12 there and that the request has gone up to compliance and
13 this testing saves thousands of lives quite literally? 13 legal for review. Atthe point thatitis  approved, we then
14 Yeah. We could calculate the number for you. | don't have 14 send off to the laboratory for destruction. So | think that
15 that off the top of my head right now. 15 answer is probably bette  r heard from Dr. Shah than me.
16 That won't be necessary. 16 Q Okay. To your knowledge -- and if this is something that's
17 Okay. 17 best asked for Dr. Shah, that's fine -- after the card is
18 And there are, as | underst and, a number of polices in place 18 destroyed, does DHS keep any of the information that would
19 to protect the privacy of the individuals whose DBS cards, 19 have been contained on the card?

20 the dried blood spot cards, are sent to the Biobank and 20 A The Michigan Department of  Health and Human Services will
21 possibly used for research later; is that correct? 21 still retain the informat ion on the child and what their
22 Yes. 22 newborn screening resultwa  s. So it is the dried blood spot
23 Are there any -- in addition to the accession number, any 23 card that is destroyed.
24 other policies DHS has put in place to protect the privacy 24 MR. KENNEDY: Okay. Thank you, Doctor. | have
25 of these individuals? 25 nothing further.

Page 63 Page 65
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1 MR. LEVIN: | have just a couple of questions for 1 A Yes, they can. The -- say, for example, there has been an
2 you, and then -- 2 instance in my memory wh  ere an individual or parent -- |
3 EXAMINATION 3 can't remember which -- wanted the dried blood spots used in
4 BY MR. LEVIN: 4 a research study, you  know, not associated with the
5 Q Yeah. Sowe've talked a lot about -- or at the start of 5 department or the Michigan BioTrust, a separate study, and,
6 your deposition, talked a lot about use and control of these 6 you know, requested that the spots be sent to that --
7 residual dried blood spots, but who owns these residual 7 returned to the parent or adult -- | can't remember which --
8 dried blood spots? 8 but went to that researcher.
9 A Sothe Michigan Department of Health and Human Services has 9 Q Iflwas a parent and wanted my child's blood spots returned
10 qualified ownership over the dried blood spots. Sorry. Let 10 to me -- just returned to me, not for another study, just |
11 me grab my notes because | do better with my notes. 11 don't want you guys to hang on -- | don't want the Biobank
12 (Witness reviews data via video) 12 to hang on to them an ymore, would the department return
13 Yeah, so the Michigan ~ Department of Health and Human 13 those blood spots to me as their parent?
14 Services is who has qua lified ownership of the dried blood 14 A Ifyou've gone through th e process of, you know, identifying
15 spots while they are in  storage. The department may, you 15 that, you know, who you are, that you are, you know, related
16 know, release partora |l of residual dried blood spot to 16 to that spot, yes, the department can return those to you.
17 the individual and that may be -- like an individual may 17 Q s that information ever given to a parent that they have
18 request their -- or their family may request their dried 18 the option to have the return of their child's blood spots,
19 blood spots for use inrese  arch studies or other uses of -- 19 to your knowledge?
20 or destruction. 20 A 1would have to read through the brochure. | don't think it
21 So the indi vidual retains control over that, but 21 is covered in the brochur e that you can have them returned
22 the department has the qualified ownership of it. The 22 to you. This is someth ing that -- you know, the information
23 Michigan Neonatal Biobank  does not have ownership over those 23 about destruction is covere  d in there. At the point where
24 spots, qualified or otherwise. 24 people are asking about  destruction, that is, people want
25 Q Soisthat why a parent or an individual after they turn 18, 25 them returned, other times people will be aware that the
Page 66 Page 68
1 can request destruction of those blood spots? 1 resource exists and (inaudible) for a different purpose and
2 A Yes. 2 will reach out about that as well.
3 Q And then relatedly, can a parent or an individual after they 3 Q Have you ever heard of a -- have you ever heard of a use of
4 turn 18, request the retu rn of those residual dried blood 4 the blood spots beyond -- well, | guess let me ask it this
5 spots? 5 way: Rather than doing a medical study that blood spots
6 A Yes,theycan. 6 have been used for crime victim identification?
7 Q Sowe talked a lot -- or you talked a lot also about the 7 A Sothatis not part of the Michigan BioTrust for Health.
8 educational materials and information provided to -- I'm 8 That is a use of the blood spots that predates Michigan
9 going to say hospitals and medical professionals. Who is 9 BioTrust for Health. It's part of the newborn screening
10 responsible ultimately for providing that information to new 10 program. So, yes. I'm sorry. That was a long way to say
11 parents? 11 "yes."
12 A The medical professional treating that -- that -- the 12 Q Okay. So ifalaw enforcement individual wanted to get
13 medical professional that is attending that birth | guess is 13 access for a blood spot for, let's say, DNA testing --
14 the way | would put that -- treating that baby and mother. 14 right? -- the department has got some sort of process or
15 MR. LEVIN: Thatis all | have. Thank you. 15 standards in place by which they'd give that blood spot to a
16 THE WITNESS: Thank you. 16 law enforcement officer?
17 MR. ELLISON: I've got just a couple follow-ups 17 A Correct. There is a process -- there is a legal process
18 here, and then | think you're all done for today. And | 18 that they would have to go through. It's not just that
19 appreciate your time. 19 someone calls up and says that they're a policeman, they
20 EXAMINATION 20 want the blood spot. There is a legal process that they
21 BY MR. ELLISON: 21 would have to go through. You have to meet a standard that
22 Q You mentioned just a minute ago about return of blood spots. 22 this is for crime victims so this -- it can be released for
23 Is it possible rather than getting blood spots destroyed, 23 that purpose.
24 that you can get blood spots returned to the parents or to 24 Q Okay. Do you guys have any written policies or directives
25 the person if they're over the age of 187 25 on this? This is something that I've not seen as existing,
Page 67 Page 69
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1 at least to date. | mean, is there some sort of policy 1 child. Do you know if that's the usual customary practice

2 somewhere or something that references this? 2 or the standard practice required by the department when
3 A |do not have those things up in front of me. | did not 3 seeking consent for putting these blood spots -- or deciding
4 review or prep for this kind of question right here. So, 4 what to do with these blood spots for medical research

5 yes, but | can't describe them to you. 5 purposes?

6 Q Youdidn't prepare for this portion of the deposition? 6 (Mr. Hendricks joins deposition)

7 A No. 7 (Ms. Campbell leaves deposition)

8 Q Ifyouwould, could you get -- when you get done -- and this 8 A Okay. Sonow lunderstand  what your question is is you're
9 doesn't have to be done in the next ten minutes after we're 9 asking about what a usual practice -- am | aware if there's
10 done here. But justin th e next couple of days, can you get 10 a usual training of the presentation of the informed consent

11 a copy of that over to Mr. Levin? Because I'm going to 1 brochure and presentation of the card. Okay. So | wasn't
12 request that as part of discovery request in this case. 12 sure if you were talking about like some sort of residual
13 Okay? 13 tissues or something that the hospital deals with in a
14 The last thing | wanted to ask is is that the -- 14 different way. But I'm hearing that you're asking about
15 do you know, as a general custom or practice, when hospitals 15 Michigan BioTrust.
16 typically ask for consent for retention and use of 16 So the neonatal blood sample, there is a period of
17 medical -- the remaining medical -- or excuse me. Let me 17 time after the baby is born. There is sort of a window
18 start over again. Sometimes | get tongue-tied when I'm 18 after the baby is born that it's important to draw that
19 talking here. Are you aware of the usual customary time 19 sample. And, you know, if you draw the sample too early --
20 frame of when the hospitals ask for consent from parents to 20 so a lot of what is being detected for in newborn screening
21 use the residual blood spots for medical research? Like 21 are different metabolites that the baby has generated in
22 when is that consent sought? 22 their blood and they have to find this window of time where
23 A Are you asking when hospitals usually obtain Michigan 23 there's enough time that the baby will have generated those
24 BioTrust consent? 24 metabolites that can be screened for but not too much time
25 Q No, not Bio- -- 25 that the information is no longer useful in terms of being
Page 70 Page 72

1 A Orare you asking - 1 able to identify newborn screening disorders in a timely

2 Q Whenthe - 2 manner to protect that child.

3 A Because they don't have residual dried blood spots. 3 So that's why this 12 hours. So 12 to 24 hours is

4 Q Okay. Let me rephrase the question and make sure we're 4 the period of time that you want to have that blood drawn

5 clear. For example, I'll just use me as the example. My 5 for that baby. Length of stay for a healthy -- a lucky,

6 son was born at 3:30 in the afternoon. The following 6 healthy baby in the hospital is around 24 to 48 hours, so

7 morning at 6:00 a.m. after a whole night of no sleep and 7 there's a lot that is being managed and packed in in terms

8 birth of a child, they presented me, an exhausted dad, and a 8 of that child's care during that time. So 12 to 24 hours is

9 sleeping mother, with a co nsent card for signature. Is it 9 when they want that sample drawn.
10 the usual practice of hospitals, based on your knowledge, 10 In terms of -- you know, | am not a neonatal
11 that hospitals ask for consent after the birth of the child 11 nurse, but in terms of how they're functioning, they're
12 but before they discharge from the hospital? 12 going to want to handle everything about that newborn
13 A SoI'm not sure what consent you would be talking about in 13 screening card, includin g the Michigan BioTrust consent,
14 terms of the hospital practice. 14 which is in the newborn screening card, even though it's not
15 Q Well let me -- the consent card that's in front of you that 15 part of the newborn screening program, and they're going to
16 checked the box "yes" or "no." The one that we've been 16 want to, you know, manage all of that information, those
17 talking about. 17 asks, at the same time.
18 A Uh-huh (affirmative). 18  Q Wwell let me ask you --
19 Q Thatwas presented to me after 12 hours of no -- more than 19 A Solthink it's not surprising to me that it's around that
20 12 hours of no sleep and my wife -- after my wife just gave 20 12-hour time forth e parents that you know.
21 birth to our son; right?  And this is my representation. 21 Q Butlet me ask this, though. If a parent - if you truly
22 Obviously you weren't there. | acknowledge that. As well 22 wanted a parent to understand the risks and benefits of this
23 as | will also represent that to my clients, each one of 23 program, meaning whether it's -- and | would actually say
24 them were at different ho spitals, were presented with their 24 both, but we're here specif ically about the neonatal Biobank
25 cards almost about 12 hours following the birth of their 25 storage and use of medical researchable blood, wouldn't it

Page 71 Page 73
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make sense to require that hospitals need to give these two
or three weeks out before the parents show up at the birth
rather than in the af termath of right after the birth
occurred?

So about one-third of the births in the state are not
preregistered at hospitals prior to delivery. That said, we
encourage hospitals to provide information in baby packets.

We work with OB/GYN's and other groups to promote awareness
of, like, what to expect. So we promote the information
about newborn screening bu t also about the  Michigan BioTrust
to health care providers so that they can provide that to
patients.
But there's no rule re quiring that, th ough; correct?
No.
MR. ELLISON: Thank you very much. Again,
appreciate your time today.
MR. LEVIN: | have just one follow-up briefly.
EXAMINATION

BY MR. LEVINE:

Q So if somebody submits a consent form -- strike that. I'm

going to rephrase. If a parent signs a form providing
informed consent to the BioTrust program in storage and
research and medical projects, can they change their mind

later?

A Yes.

Page 74
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MR. LEVIN: Thank you.

MR. ELLISON: Jeremy, | guess you get last shot.
Have you got anything else you want to ask?

MR. KENNEDY: | have nothing further, no.

MR. ELLISON: Before this poor lady's cell phone
battery goes dead here? All right. Doctor, thank you so
much today for your time. You've been a good sport working
through all of this craziness with the Zoom platform here.

So we're all set with you.
(Deposition concluded at 3:06 p.m.)
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.HSRf,'l‘_NVyLURéH(Zlﬁfé’SWGEUPHDHU%LHQGJ %URFKXUH 4 $Q\zZD\ DOO ULJKW :HOO OHW V JHW VV
$IWHU 1HZERUQ 6FUHHQLQJ %URFKXUH &XUUHQW IRU WKH UHFRUG \RX DUH 'U $QWRQLR <D
N R LFKLIBG LHRGDWDO %LREDQN %URFKXUN $  &RUUHFW
"HSRVLWLRQ ([KLELW / PDUNHG 4  $00 ULJKW $QG \RX DUH DQG , P MXV\V
'LVFRYHU\ "REXPHQWV SUHYLRXV &DVH TXLFN \RX UH WKH GLUHFWRU RI WKH|OLF
FRUUHFW"
$ &RUUHFW
4 $00 ULJKW +RZ ORQJ KDYH \RX VHUYHG
GLUHFWRU RI WKH %LREDQN"
3DJH 3DJH

NetworkReport

= STATEWDE COURT REPORTERS

800-632-2720

3DJHV WR

g,/



.$186=(:6.,

(7 $/'Y 0,&+,*$1 (37 2) +($/7+ $1' +80%1 6(59,&(6

Case 1:18-cv-10472-TLL-PTM ECF No. 145-8, PagelD.3938 Filed 03/8%/21 Page 3 of 65

'(326,7,21

6LQFH $SULO RI
$QG ZKDW GRHV WKDW UROH FRQVLVW RI"
6R , P SUHWW\ PXFK WKH PHDQ , P WK
UHVSRQVLEOH IRU WKH RYHUDOO RSHUDW
UHVSRQVLEOH IRU DOO RI WKH ILQDQFLDO
SUHWW\ PXFK ZKDW D W\SLFDO GLUHFWRU
RSHUDWLRQV DQG WKH ILQDQFH 7KDW LQ
LQ WHUPV RI EXLOGLQJ WKH EXLOGLQJ @
WKH ODE MXVW W\SLFDO WKLQJV WKDW D
6XUH 6R \RX ZRXOG EH QRW WR SXW Z
EXW \RX ZRXOG EH LQ FKDUJH RI DOO RI W
HTXLSPHQW DQG DVVHWV RI WKH %LREDQ
7KDW V FRUUHFW

$00 ULJKW $QG DV , XQGHUVWDQG LW D
DGPLQLVWUDWLRQ DW :D\QH 6WDWH 8QLYH
5LJKW 6R , P WKH DVVRFLDWH YLFH SUH
RSHUDWLRQV IRU :D\QH 6WDWH 8QLYHUVL
6WDWH 8QLYHUVLW\ HPSOR\HH , P QRW H
DQG RQH RI P\ UHVSRQVLELOLWLHV DV WK
SUHVLGHQW IRU WKH %LREDQN PHDQ D

7DNH \RXU WLPH 7DNH \RXU WLPH 1RW
<HDK 2QH Rl P\ UHVSRQVLELOLWLHV DV
SUHVLGHQW RI UHVHDUFK RSHUDWLRQV LV
2ND\ 'R \RX JHW DQ\ FRPSHQVDWLRQ IUR

3DJH

LRQV RI WRHKWLREDRNQ .URJKW"

4 $00 ULJKW
WKLV ZRUNV ULJKW QRZ

H GLUHFWBQGVRH ®O VHH LI

, P JRLQJ WR VKDUH P\
, P JRLQJ W
FDQ PDNH WKLV
<RX FDQ VHH Z

V IRU WKHWWKIRBBQN MXVW
ZRXOG@ GR,WIXNVWHRYHUVHH
FOXGHV ORBIO.OWLUFIKOVWWYDQWDVWLF
QG DVVHWM\E YPBPW HQW LQ
GLUHFSWRU7RRXWO® GRHQ , ZDV \RXQJHU
RUGV LQ \RMHIOBRXWKXOZD\V MRNH , OLNH WKH \RX
KH SHUVRRRHOH QGOHVYV IDFLDO UHDO HVWDWH
N 6R ZH DOO ORRN EHWWHU \HVWHU\HD
‘H OO EODPH &29,' IRU DOO RI WKDW
DVR \RX VBUYKWQULJIKW
UVLWYDV 800D\ ZKDW , YH EHHQ SUHVHQWHG
LGHQW IRW KIHWHNUEKDW , SUHVHQWHG WR WKH
\ , P DFEXDUGRVHWRIHWKLY GHSRVLWLRQ
PSOR\HG E\ WKH %URERQ@NWLRQ ([KLELW 0 PDUNH
H DVVRIFLDVRHFWIRRH WKLV LV D DQG , P MXVW ]
V WKH GLUMKMWMRUVVBRWBUWLQWRXW Rl WKH ERDUG
OLFKLJDQ RI WKH %LREDQN ZHEVLW,
D SUREOHRBUHVHQW WR \RX WKHUH V IRXU H[H
VKH DVVRFSRRWRJIFBSKY ZLWK VL[ SHRSOH LGH
WR PDQD FKWMKHQ@W FPEDRBIHUY RlI WKH ERDUG RI
P WKH $LRERRW IV FFROWWH FW

3DJH

7KLV LV D

RI \RXU GXWLHV"
., GR QRW
$00 ULJKW /HW PH DVN LW WKLV ZD\
QHZ SRVLWLRQ RU UHWLUH WRGD\ RU GHF
EH KHUH LQ WKH ORYHO\ 6WDWH RI OLFKLJ
VRPHZKHUH HOVH WKH SHUVRQ LW WKDW
:D\QH 6WDWH 8QLYHUVLW\ ZRXOG DOVR DV,
WKH %LREDQN"
7KDW LV FRUUHFW 6R WKHUH ZDV D SUH
SULRU WR PH WDNLQJ RYHU , WKLQN IR
WHQ \HDUV 7KLV KDV DOZD\V EHHQ VHW
LQGLYLGXDO WKDW V PDQDJLQJ WKH %LRE
UHVSRQVLELOLWLHV ZLWKLQ D GLYLVLRQ
YDULHV RQ WKH SRVLWLRQ LWVHOI EXW D
SRVLWLRQ LQ ZKHQ P\ SUHGHFHVVRU O
$V SDUW RI WKLV DV SDUW RI \RXU URO
, YH FRPH WR OHDUQ DQG PD\EH \RX FDQ F
\RX UH SDUW RI D ERDUG RI GLUHFWRUV Z
FRUUHFW"
7KDW V FRUUHFW
$00 ULJKW -XVW VR ZH UH FOHDU IRU W
UHIHUHQFH WKH %LREDQN WKDW V WKH V
, P UHIHUULQJ WR DV WKH OLFKLJDQ 1HRQ
)DLU HQRXJK"
7KDW V FRUUHFW

3DJH

4  $00 ULJKW 'R \RX NQRZ KRZ WKH\ JRW
%LREDQN DV RQ WKH ERDUG RI GLUHFWR
RX ZHUH WRRWPRW D
LGH 4QR, CRRWHRHBGDQRRWRQJ DW WKH VKHHW KHU
DQ DQ\PRRK WH) @& KRIXRIRO\ RQH WKDW V JRW WKH Z
ZRXOG DVWQXEPHURKDWIR @K DW KDW GLVWLQJIXLVK
VXPH WK HUWYUXE WRKUHVRWKRU ILYH WKDW DUH WKH
$ 6R DJDLQ , P WKH DFWXDO GLUHFWRU R
5HFHVVR U WKW W\ZRUMKH & IRWL Q P RYHU VHH R
) DW OHDRWHWRMW IOR@WIRU WKH %LREDQN EXW , D
S WKDW R\ WKUHE RRHWG WRR DQG WKH UHVW RI
DQN WKHS{VWOLMRVIOD YERRW& PHPEHUV VR WKH\ GRQ
RI UHVHDUYENW KDWEH WD XWRy GD\ RSHUDWLRQV ZKHU
DLQ 47zD$IDXW LQRWR WRISXW ZRUGV LQ \RXU PRX
HIW WKH BBRPHHYLEXW \RX DOVR KDYH D SDUWLF
4 ZLWK W Rl WHFERGW DV ZHOO FRUUHFW”
ROILUP IRARPHHFMO W, P WKH GLUHFWRU RI WKH %]
LwK WkH 9HR@DBKNW PH DVN LW WKLV ZD\ :KHQ W
Rl WKH ERDUG RI GLUHFWRUV IRU WKH %]

SDUWLFLSDWH LQ WKDW ERDUG RI GLUHF

H UHPRUG KPRGBRX @ EH FRUUHFW
KRUWKDQ &G WPKW RIBRBW KDYH D YRWH" :HOO

DWDO %LREBQFDOWRQ 'RHV WKH ERDUG RI GLUHF
%LREDQN FRQFHUQV"

<HDK 7KH\ ZH GR

LW V PRUH

$ , PHDQ

3DJH

2)

OH\
W R L

oLt

3DJHV WR
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PXFK LWV QRW DQ\WKLQJ IRUPDO WKL
GLVFXVVLRQ DQG FROODERUDWLRQV ZLW
GHFLVLRQV RI WKDW VRUW EXW , JXHVV
, PJRLQJ WR DVN LW WKLV ZD\ , PHDQ
P\ ZLIH P\ ZLIH LV D VFKRRO ERDUG SUH
\RX NQRZ WKHUH LV QRW DV \RX FDQ LP
FRQWHVWHG \RX NQRZ OLNH WKH 6XSU
GHFLVLRQ 7KRVH WKLQV DUH GRQH E\ G
FRQVHQVXV DW WKHVH ERDUG PHHWLQJV
GLVVHQW ,V WKDW ZRXOG WKDW EH D
Rl KRZ WKLV ERDUG RSHUDWHV"
&RUUHFW

$00 ULJKW $QG \RX ZRXOG EH D SHUVR
DQG ZRXOG WU\ WR UHDFK D FRQVHQVXYV
PHPEHUV RI WKH ERDUG IRU LVVXHV WKD
WKH ERDUG RI GLUHFWRUV"

1R WKDW V QRW FRUUHFW

7KDW V QRW FRUUHFW" 2ND\

, GRQ W KDYH \HDK , P WKH VHFUHWD
MRE SUHWW\ PXFK LV WR IDFLOLWDWH WK
NLQG RI RUJDQL]JH WKH PHHWLQJV EXW ,
LQ DQ\ RI WKH GLVFXVVLRQV DW DOO
2ND\ $00 ULJKW )DLU HQRXJK $QG Wk
GHSRVLWLRQV , JHW WR OHDUQ VXFK WK
ZKDW , ZDQW WR VWDUW ZLWK , P JRLQ

3DJH

ON W V BRUHHFW :H DUH D F
K FRQ¥HUYMDDIWLREQGDKHR FH ZK\ \RX KDYH D ERDUG
KH DRV Z&RUDRI¥WG EH \HV
RQH R4 WKKH MMLQJINW PH DVN WKLV /HW V MXVW S
VLGHQW DWUXOWQVBRVKDW P\ VRQ ZDV ERUQ WKUHH
DJLQH D ORW IRIVKRWRX EORRG JHWV LQ LQ MXVW 0
HPH &RXWW\LXPB IRU WKH VDNH Rl GLVFXVVLRQ WK
L VEXVVLR@XW KH\REPQRK ND\" &DQ , MXVW FRPH
VR ORQJ WM RHWHL W EXRRRG VDPSOH EDFN "
IDLU PKD WRF WRMU ETDQMLRRVD
4 2ND\ 7KDW V ZKDW , ZDQW WR XQGHUVW
GRHV WKH %LREDQN IXOILOO RU RSHUDWH
D WKDW ZWXEQ ISIKUWDRRL'HSWHWPHQW RI +HDOWK D
ZLWK WKH2RBAKHBERIRKW MRE LV PHUHO\ , P JRLQJ
FRPH X% RWKDWWR EIMIIRUBI ORW EHFDXVH WKDW
4  )DLU HQRXJK
$ 6R EDVLFDOO\ RXU UHODWLRQVKLS ZLWK
EDVLFDOO\ MXVW D VWRUDJH IDFLOLW\ V
U\ RI WKHWEKIDW ® QVRIIPVLGXDO EORRG VSRWYV WKDW
H DJHQG DK @& DVRIX QR ZWKRVH DUH EDVLFDOO\
GRQ W KDWKHHIRSHBDWLR@YV WKDW , PDQDJH DQG W,
WKRVH EORRG VSRWV DQG ZH EDVLFDOO\
DW V ZK\IZFLOHW \W KHKWDW V SUHWW\ PXFK ZKDW ZH
LQJV 2NBODRRGXWHBRMWY FRPH WKH\ FRPH IURP WKH
WR WXU®RVWEW 6 WDRMMA RI OLFKLIJDQ EXLOGLQJ R(Q

3DJH

R |

U HW
\HL

D wW

R \F

bQ G

DG A

WR
ZKI

B b &+

VHH KHUH -XVW WR EH FOHDU LV WKHU
VL[ ZHOO \RX LGHQWLILHG WKH ILYH E
DV WKH GLUHFWRU ,V WKHUH DQ\ERG\ H
WKH ERDUG RI GLUHFWRUYV IRU WKH %LR
,Q WHUPV RI ERDUG RI GLUHFWRUV"
<HV

1R

, P MXVW JRLQJ WR OHDYH , 00 WHOO
GR , P MXVW JRLQJ WR OHDYH WKDW WK
1RSH , GLG WKDW ZURQJ $00 ULJKW
IRUWK D OLWWOH ELW KHUH

2ND\

7KLV LV WKH QHZ ZRUOG RUGHU , YH G
GHSRVLWLRQV E\ =RRP :H GRQ W QRUPD
GR WKHVH LQ SHUVRQ ZLWK SULQWRXWYV
:KDW , ZDQW WR NLQG RI XQGHUVWDQG
PH DQG XOWLPDWHO\ WKURXJK WKLV GH
ZKDW LV WKH QDWXUH RI WKH UROH RI W,
&DQ \RX H[SODLQ WKDW"

<HDK 6R WKH %LREDQN UHDOO\ LQ VLP
MXVW D GHSRVLWRU\ D VWRUDJH DUHD
VWRUH WKH EORRG VSRWYV T7KDW V ZKD
2ND\ :HOO ZKDW V  QRZ \RX JX\V DUH
LQGHSHQGHQW OHJDOO\ , JXHVV OHJ
QRQSURILW FRUSRUDWLRQ FRUUHFW"

3DJH

H RWKHELMKILY WKGNHI GLVWDQFH IURP RXU IDF
RDUG PHPPHOR\BGXYWKDRK SLFNV XS WKRVH DQG WKH
OVH WKDWHVYLGADREGYMGVALWKIWRYHU DIJDLQ IURP
EDQN" SLFNV XS WKRVH EORRG VSRWV DQG ZKDW
LQWR D VIVWHP DQG WKHQ HYHQWXDOO\ IU
LQWR D VWRUDJH IDFLOLW\ WKDW V WHPSH
VR ZH KDYH QR LGHD \RX NQRZ ZKR WKH
\RX ZKDWKH\ $FRPRIJIZWRK XV ZLWK , EHOLHYH LW V O
HUH VHHKDWHKDFWXRUNGOLNH D LW V DQ DVVRFL
6R ZH OOGMMWMHS EX0WNVRAGH LV QR WKHUH LV QR L

WHUPV Rl WKH -XOLDQ GDWH DQG WKH\ JR
RQH H[DFW@eLWKUMHIWR WKDW V ZKDW ZH GR
OO0\ 4ZHN®XDVAWVWHDOWVN WKLV WKHQ :K\ LI \RX
LQ ITURQW \KIRKVIBUEER®\HDU , NQRZ \RX YH GRQH
KDW \RX FDRX KHRQSWHRERRPWHKH DQVZHU WR D TXH
SRVLWLRQ QW KR &RKXYIWVPHURX GRQ W NQRZ
KH %LREDRAN\YLV D YLV
4 'R \RX NQRZ ZK\ \RX ZK\ WKH %LREDQN L
SOH WHUBYR Qs R KWW FW k) WKDQ VLPSO\ WKH 'HS|
VR RXU MREp b MR YWWUVFWOM VLPSO\ KDYLQJ D F
V ZH GR yUHQWLQJ D IDFLOLW\ WKHPVHOYHV" :K\ GH
IRUPXODWHEGYRVORQAGHD 7KDW ZDV SUREDEO\ ZD\
DOO\ LOQGHSHRCHOAWRQ W NQRZ WKH DQVZHU WR WH
4 2ND\ 1RZ LQ \RXU UROH DV GLUHFWRU RI

3DJH

RXU MRE LV EDVLFDOO\ WR VWRUH WKHP LQ
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RQH RI WKH DOOHJDWLRQV LQ WKLV FRPSODLQW W KW WD WDRSGIH RXW Rl WKH zZD\ :K\ DUH VRP
DJDLQVW \RX LV WKDW \RX UH DFWLQJ HLWKHU LQ FFRERHUIW DI\ Z&KY DUH VRPH RI WKHP DW DPEI
DUH D VWDWH DFWRU , JXHVV ZKDW , P WU\LQJ$WR 6RQBW UMWPBIQERLQW DQG , FDQ W WKLY LV
ZKR , PHDQ \RX YH WDONHG DERXW \RXU ERDUG RIFBQUMRWW UM QG Rl WHOO \RX D OLWWOH]|ELV
WKLV PRUQLQJ :KR LV LQ FKDUJH RYHU \RX LQ WHORD BQMKHURP GLIIHUHQW SHRSOH $W RRH ¢
%LREDQN" PDGH D GHFLVLRQ WR UHIULJHUDWH WKH EOR

$ 6R, UHSRUW ZHOO , UHSRUW WR WKH | LW V NLEGWRIFI®E\ZDDQG EDVLFDOO\ WR  ZKDW ERU
LW V VWUXFWXUHG EHFDXVH , P D :D\QH 6WDWH HPBRRHHS, WIS FSWWYV PRUH YLDEOH , JXH\YV L
WR WKH YLFH SUHVLGHQW RI UHVHDUFK IRU :D\QH 6S\RMWMHQWLDO UHVHDUFK 6R ZKDW KDSSHQV L
8QLYHUVLW\ 7KDW V ZKR , UHSRUW WR LQ WHUPV RD@HQEHGMFAWHRQ DQG , JXHVV WKHUH V UHVE
%XW WKHQ , DOVR UHSRUW WR WKH ERDUG DV D ZKRGW WeKRHUKDWHIDUGLQJ WKLV WKDW LI \R[X Ul
WZR \RX NQRZ EDVLFDOO\ WZR VXSHUYLVRUV LI VEBRWRXEBVLFDOO\ WKH LQWHJULW\ Rl WKJHP |
EXW SULPDULO\ DOO RI P\ HYDOXDWLRQV |P\ SHUIRSRRQAHFWHBGARU D ORQJHU SHULRG RI WLPH |
GRQH E\ WKH YLFH SUHVLGHQW IRU UHVHDUFK IRU :PNQRW6WWBWHRPH SRLQW WKH 6WDWH PDGH D
8QLYHUVLW\ 7KHUH LV QR LQSXW RU DQ\WKLQJ WKIDKW BRIV KNV KDKAHY RXW WKHUH LQ WKH UHVHI
93 Rl UHVHDUFK LQ WHUPV Rl P\ SHUIRUPDQFH VR ,UBHDIQIGAUDMIG WKHVH EORRG VSRWV WKHQ Wi
Rl UHDOO\ VHH P\VHOI , JXHVV WHFKQLFDQO\ UHSRUWHQIQWR MKMW\ \RX NQRZ DQG DOO WKRYH N
YLFH SUHVLGHQW IRU UHVHDUFK PRUH YLDEOH RU PRUH IURP D OLDELOLW\[SHL
4 :KHQ \RX VD\ UHVHDUFK WKDW ZRXOG EH [DW :D\QHWWOMHWKHP | JXHVV LQ WHUPV RI \RX FD
8QLYHUVLW\ FRUUHFW" LQ WHUPV RI ZKDWHYHU UHVHDUFK \RX UH GR
$ 7KDW LV FRUUHFW YLDELOLW\ RI WKH EORRG VSRW LWVHOI (W V
4  2QH RI WKH WKLQJV OHW PH MXVW VD\ ,|P VIPSDWRHQNHRI WR ZKDW
\RX UH WU\LQJ WR DUWLFXODWH EHFDXVH|, YH BEHH@NMDU\LQJ WR VRUW
RXW WKH OHJDO VWUXFWXUH RI KRZ WKLQ[IV ILW WRIRH WKHU GRGGVMRWW DQG , EHOLHYH LW
P\ VWDWHPHQW QRW ZKHWKHU \RX DJUHH|ZLWK LW\FOXWJRW V , EHOLHYH LW V DQG , zDQW
3DJH 3DJH
FRPSOLFDWHG ODVW ZH YH KDG WKHP DERXW HLJKW \liDU
$  B5LIKW IURP WR FXUUHQW WKDW DUH UHIULJHUD\
4  /HW PH DVN WKLV TXHVWLRQ 2QH RI WKH WKI4QJ\2 MIKDWs Q & HZ EHH®I @H WDON DERXW WKH RQHV
WUVLQJ WR ILIXUH RXW LV DV , VWDUWHG NLQG RRX\DICH BMRMXRKW VWRUHG DW QRUPDO DPHLHC
WKLV OLQH RI TXHVWLRQV LV DVVXPH , KDYH P\ VR\HRSHEBDWRQHY IDLU"
EORRG VDPSOH LV LQ \RXU JX\V %LREDQIN ULJBKW'7KIVVLID R®QH
Rl WKH FDUGV DQG DV , YH QLFNQDPHG WKHP 14Q P2ND\QG+REKNHU ZRXOG \RX DJUHH WKDW|ER)
FRROHUV ULJKW" 7HPSHUDWXUH FRQWUROOHG IDFHPEMWULBWXUH VSRWY VWRUHV VSRWV DQG
$ 5LIKW VSRWV DUH ERWK VSRWV WKDW KDYH EHHQ P
4 2ND\ $QG MXVW OHW PH WHOO \RX , P JRLQJ WRD¥VH\SWREDEHEBVHDUFKHUV RU IRU WKH SXQF|
WKH ZURQJ ZRUGYV WRR ZKHQ LW FRPHV WR , P QRWHDUFKHQFHRXW LQ WKH SXEOLF"
SHUVRQ VR LI \RX QHHG WR FRUUHFW PH $ 7KDW V FRUUHFW
$  B5LIKW 4  $00 ULJKW /HW PH DVN WKLV , PHDQ | NL
4 SOHDVH IHHO IUHH DQG MXPSHG DKHDG D OLWWOH ELW :KDW L\
$ 2ND\ WHUPV RI VFLHQWLILF XQGHUVWDQGLQJ"|, P
4 6R , LPDJLQH WKHVH EORRG VDPSOHV RQ WKHVH *XNAKREZLHR RDUHE W WKIDQFH\  , YH VHHQ WKIDW F
KDYH EHHQ FXW XS LQWR VTXDUHV DUH IJQ D FRROHWKIRXOG WKDW EH
IDLU" 4  :KDW LV \RXU EDFNJURXQG" :KDW V \RXU| HG
$ <HV LW V IDLU DQG ILHOG Rl VWXG\
4 2ND\ $QG WKH\ UH $ 6R,P QRW D VFLHQWLVW DW DOO , KDYH D
$ 6RPH DUH LQ OHW PH FODULI\ WKDW [7KHUH DURUYR®H]OWKIDRAQ DOHOHDGHUVKLS VR EDVLFDO
LQ D FRROHU DQG VRPH WKDW DUH QRW LQ D FRREBKVULQHVV UHODWHG , GR QRWKLQJ ZLWK VF
4 2ND\ FDSDFLW\
$ 6R VRPH 4 6R \RX UH DERXW OLNH PH 7KH H[WHQW|RI |
4  /HW V JHW WKDW , ZDV JRLQJ WR DVN DERXW WRDWGVR ®@WWQG 5RELWXVVLQ \RX NQRZ"
3DJH 3DJH
3DJHV WR
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7KHUH \RX JR 7KHUH \RX JR

$00 ULIJKW 6R JRRG :H FDQ VSHDN
JRLQJ IRUZDUG

<HV

$00 ULIJKW 7KH TXHVWLRQ \RX PHQV
6WDWH GHFLGHG WR \RX NQRZ IRU H
UHIULJHUDWHG DIWHU DQG QRQ U
WKDW :KDW UROH GRHV WKH 6WDWH
GHFLVLRQ OLNH WKDW DV LW DSSOLH
:KDW GHFLVLRQ WKDW WKH\ KDYH"
:KDW , JXHVV , P WU\LQJ WR XQGHUV
JRLQJ WR EH D OLWWOH ORQJ ZLQGHU(
WU\LQJ WR XQGHUVWDQG LV WKH %LR
HQWLW\ DV D QRQSURILW

5LIKW

7KDW V P\ UHSUHVHQWDWLRQ WR \RX
WKDW HDUOLHU

5LIJKW

%XW D ORW RI , VHH LQ WKH GLVFR
E\ WKH 6WDWH DQG E\ OU .HQQHG\ Z
WKDW WKH 6WDWH VHHPV WR EH FDO
RINLFLDOV RYHU DW WKH OLFKLJDQ 'H
+XPDQ 6HUYLFHY DUH FDOOLQJ WKH V
DERXW WKH XVH VWRUDJH DYDLODE
VSRWYV DQG WKDW WKH %LREDQN IRO

3DJH

WKH ERDUG WKDW V PDNLQJ WKH XOWLPD
RQ QRQ 6RF WH® WH. ID B HWHRUPIQ\ FRPSRQHQWYV EHI
WKDW V ZKHQ WKH 6WDWH JHWV WKH OHD
4 $QG WR EH IDLU ZKHQ WKH ERDUG PDNH
VLRQHG HBOB IRH W WK BWUWRKWRU HITHFWXDWH WK
[DPSOH 2AKDI\HYDBIW W RXKWH GHFLVLRQV PD\ EH"
HIULJHUDM\P® DREQEH EW ERURDFHW \HV
KDY Ht LQSRDWILQURUXHRABOH JRLQJ EDFN WR WK
V WR WKMWPIUREMQ NNLWK ZLWK P\ VRQ DQG WKLV
UHIHUHQFH SRLQW IRU PH 0\ VRQ KDV JH
NDQG
5 KHUH ZZBQAWW& IWR JHKWWKRVH , ZDQWHG WR ]
EDQN LVIDRYHGOH BWRE DN DQG , QR ORQJHU zD
WR WKHP &RXOG , FRPH WR \RX ILUVW H
30HDVH UHPRYH WKRVH VSRWV "
, WELQNR\RDEWROGIXQONBQVRRWH G
4 K\ QRW"
$ %HFDXVH , ZRXOGQ W HYHQ NQRZ KRZ WH
YHU\ WKBSRW\EBHED 8 VR WIKGIWE ZRXOG EH QR
KR LV \RRUHDBPMYRBIQMMNHGVZLWK LW VR , ZRX0GQ
DLQJ WKH KHIRWWR JBRWEZWHUH WR SXOO LW ZKDW
SDUWPHQ@WXRIGQHW GBWKHDIGS Rl WKDW LQIRUPDWL|
KRW V4 D QXN P\D N/IHQWJ PGIHFQ VL. RQRWKHU ZKDW LI
OLW\$RI ¥$MRWV DFFHVV WR
NV DUH IRO-HORZQ®J RPRWKRU ZIKDWHYHU UHDVH

3DJH

DJUHHLQJ WR WKDW SURFHVV
8K KXK DIILUPDWLYH

ODNH PH XQGHUVWDQG ZKDW WKH UROH LV
VWDUW RII  OHW PH VWULNH WKDW DQG V
ZURQJ DQG WKHQ IROORZ XS E\ H[SODLQ W
KRZ FDQ \RX H[SODLQ WR PH DQG YLV D YL
QDWXUH RI WKH UHODWLRQVKLS LV EHWZH
WKH '"HSDUWPHQW RI +HDOWK DQG +XPDQ 6

DOO RI WKHVH DFWLYLWLHY JRLQJ RQ DW WKH %LREDKRK7RZQ

6R WKH %LREDQN GHSRVLWYV RU , JXHVV
IURP P\ SHUVSHFWLYH 2QH LV WKDW \HV
WKDW LV LQYROYHG LQ DOO RI WKH ,5% DS

RSHUDWLRQ SURFHVV DQG VR WKH\ UH PDN\
$QG WKHQ WKH\ YH FHR

WKH VWDWH OHYHO
EDVLFDOO\ EH WKH ELR GHSRVLWRU\ MXVW
VWRUDJH DQG VR , PHDQ WR DQVZHU \RX
6WDWH GRHV PDNH VRPH FDOOV EXW SULP
DQ\ FDOOV UHJDUGLQJ WKH GHSRVLWRU\ E

LV D FDOO WKDW V PDGH E\ WKH ERDUG ZK
‘H KDYH D SHUVRQ IUH

D FROODERUDWLRQ
DOO RI RXU RWKHU SDUWQHUV IURP WKH R
VLW RQ WKLV ERDUG VR LW V IDLU WR VD\

SURFHVVHV WKH 6WDWH DUH PDNLQJ WKH H

WR WKH ELR GHSRVLWRU\ ZLWKLQ LWVHOI
WKH\ UH QRW UHDOO\ PDNLQJ WKH FDOO IR

3DJH

, YH VHHQ WKHP UHIHUHQ
,V WKDW IDLU"

, FDOO WKHP
DVFHQVLRQ QXPEHUV"
EHWZHHQHVDIDLQ OHW PH
WDUWA4RII ENDAD\[, GRPH WR \RX ZLWK P\ VRQ V DVFH(
R PH KRZVEDQ \RORXOG OLNH 7KHVH DUH P\ VRQ
WKH MX@HEHFAKD@HWWHI\ WKH VSHFLILF EORRG VSR
HQ WKH VW@ WHHRIRFLOOW\DWR JHW WKRVH , ZDQW
HUYLFHV WD N VDISIS® ZHWKRH ZKHQ , FRPH WR VHH
ULJKW" &DQ , GR WKDW ZLWK
WKHUK V WRR FREOR@HQWV
RX GRAKDYNDWKH[BWDMWHM WR PH ZK\ QRW WKDW LQ W
SURYDIOV %DHORDRVMVRMU MRE LV SULPDULO\ ZH GHO
LQJ WKRVH\GHALVHIRQW DMW GRQ W KDYH DQ\ FRQWD
QWUDFWHBQMWD® SXEOLF LQ UHIHUHQFH WR SXO0OL
LQ WHUPYRRIOWKKIDYH WR JR WKURXJK WKH 6WDWH
) TXHVWLRRPRKYLMOMAH WR PH WR SXOO D SDUWLFX
DULO\ WKEDGRQ W BRIQHW LQWHUDFW ZLWK WKH JHQ
DQN ZLWKILQWHNNMHFOW ZZWBEWHVHDUFKHV RQO\ ZKHQ 3
LFK DV \RB4 RIKGI MHDWW RI OLFKLJDQ WR LQWHUDFW
P WKH 6VEBWHZHDGQBIMXHOHO\ QHYHU HYHU GHDO ZL
KHU X QL@ RQVLAWLHD/U WK DWW
WKDW4ZLV2KDRPH UH JRLQJ WR JHW LQWR WKDW LQ
DOO EXW @KHBRXNG GRPH\DXWHYV
WKH VBWRQ@NDN IDFLOLW\
U WKDAV  %EKOWOZRK @8 BMN WKLV TXHVWLRQ

3DJH

$V \R

2)

WH

R UH

RVF

H HI

LV |
W\

MNRPH G \PEHORR® VSRWV LQ WKH %LREDQIN UL

HW

b W H

I D

FHG

VLR

W Z1
WK
RX
RX™"

KD W

Fw .
QJ
bQG
bD U
HUC

ZLW
WK

JH)
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\RX NQRZ OHW V IRFXV RQ WKH H[DPSOH |ZLWK #\ V&I URUKW )DLU HQRXJK 'RHV WKH ERDJyG R
H[DPSOH DQ\ VD\ RQ ZKHWKHU D VDPSOH LV SXOOHG| IRL

$ 2ND\ DGGHG DQG WKH VDPH H[DPSOH RI VRQ RQH D

4 |, ZDQW WR EH DEOH WR JHW KLV VDPSOH|UHPRYH&EHHRPIJWKLIQJ \RX GR WKH\ KDYH DQ\ FRQWURO
%LREDQN RND\" $ 1RW DW DOO

$ 2ND\ 4 /HW PH DVN WKLV :K\ QRW" :K\ GRQ W \RX R

4 +RZ FDQ , JR DERXW GRLQJ WKDW" GLUHFWRUV KDYH DQ\ VD\ LQ WKDW FRQVLGHL

$ <RX ZRXOG KDYH WR FRQWDFW WKH 6WDWH RI OLFRKDDQHWRR WHKHXR/QS URILW"

WKDW WKH\ EH SXOOHG $ :H DUH LQ FKDUJH RI WKH RXU MRE DJDLR

4 6R LI WKH 6WDWH RI OLFKLJDQ SURYLGHG \RX ZLW W RS U F\W WR\Y KW K [DWD L Q
VDLG +H\ KHUH LV 3KLO (OOLVRQ V VRQ|V QXREHUYDLURHERXAK
WKDW RQH DQG ZH HLWKHU ZDQW WR GHV[WUR\ RU RW KHWUR IDFW JDY H) VWRUDJH IDFLOLW\ RQ HHKE
WKDW VDPSOH EDFN \RX ZRXOG DFW LQ DFFRUGDQRG6B® RXWKMWEEWVLFDOO\ LV WR VWRUH ZKDPWH
GLUHFWLYH" LV VHQGLQJ RYHU WR XV 2XU MRE LV WR YWR

$ 7KDW ZRXOG EH FRUUHFW NHHS WKHP VDIH REYLRXVO\ WRR EXW WHDW

4 $00 ULJKW $QG OHW V JR WKH RWKHU Z[p\ DURXQ®KH/BRDYG GRHVQ W KDYH DQ\ GHFLVLRQ [ Q V
SUHWHQG P\ VHFRQG VRQ LV ERUQ DQG WKH 6WDWHKDW EORMRGIMERWY FRPH ZKDW EORRG VYRW\
VDPSOH WR \RX DQG VD\V 6WRUH WKLV UQ WKH %ZREDGQRQ WRRFWHLQ WKDW FDSDFLW\ DQG [XUV
ZRUNLQJ LQ DJUHHPHQW LQ FRQFHUW ZLWK WKHP VAR GRW UNVERGARLEMKHH IRU WKH  \RX NQRZ Wk
%LREDQN DW WKH 6WDWH V GLUHFWLRQ (DLU" RSHUDWLRQV DUH KDQGOHG E\ PH DQG P\ WHDI

$ , QHHG \RX WR UHSHDW WKDW TXHVWLRQ|RQH PRUGRWLWHHW LQYROYHG DW WKDW OHYHO

4 6XUH VXUH 6R , ZDV MXVW WDONLQJ DE[RXW PA ILEQO® WIRREW /HW PH DVN WKLV 7KH EORR[ VL

$ 5LIKW VWRUHG DW WKH %LREDQN ZKR RZQV WKHPp L

4 $QG ZH UH WDONLQJ DERXW WDNLQJ D VOPSOHS$RXW PVIRVY XPLYH) WKDW WKH 6WDWH RI OLFKLIPQ |
VHFRQG VRQ 4 2ND\ 1RZ ZKHQ \RX VD\ DQG DJDLQ WR|EH |

3DJH 3DJH

$ 2ND\ EH WKH IDLU DWWRUQH\ ZLWK WKHVH GHSRVL

4 $QG KH V ERUQ WRGD\ ULJKW" 7KDQN|JRRG®RH\WKHDK HHDXO\ JRW
RQH EXW OHW V MXVW VD\ , KDYH D VHFRQG4VR@® WRXIKNQWRZ WKH 6WDWH RZQV WKHP RU D[UH

$ 2ND\ JXHVVLQJ"

4 +LV VDPSOH LV WDNHQ 7KH 6WDWH QHZERWQ VFRHKQL\QRSURIRIPW NQRZ , VKRXOG KHDY*F
GRHV WKH WHVWLQJ RQ LW 7KH\ VHQG WKDW VORPE WHNRRH UVWHR N@XRUPDWLRQ WR WKDW|TXF
DQG WKH\ VD\ )LOH WKLV LQWR WKH FIRROH4 $QG WKDW V IDLU , RQO\ ZKDW \RX WR DRVZ

$ 8K KXK DIILUPDWLYH WHOO PH KHUH WRGD\ RND\"

4  B5LIKW" $ , GRQ W NQRZ WKH DQVZHU WR WKDW TXH|VWL

$ 8K KXK DIILUPDWLYH 4 :RXOG \RX KDYH DQ\ RSLQLRQ DV WKH GL|UHF

4 , PHDQ \RX ZRXOG EH DFWLQJ LQ DFFRUGDQFHDQWRLKMRKAW , RZQ P\ VRQ V EORRG VSRW\
FRQFHUW ZLWK WKHP WR SXW WKDW POWHULDOEL@WR WKH VWRUDJH
IDFLOLW\ IRU ORQJ WHUP VWRUDJH OLNH DO® WKHsRWKrAD BRI @HRY RU

$ 7KDW V FRUUHFW 4 :HOO , PHDQ , P DVNLQJ , JXHVV zZKDW]|, P

4 'R \RX KDYH DQ\ GLVFUHWLRQ RU DQ\ RSWLRQ WR &PYVWDRQRW WKDW WKHUH V EORRG K H
JRLQJ WR DV WKH GLUHFWRU WR VD\ , P QRMKAREAGILMWAR KDBHDQ OLYH ERGLHV REYLRX
FHUWDLQ VDPSOHV FRPH LQWR P\ IDFLOLW\ " ERGLHV EXW OLYH ERGLHV RI FKLOGUHQ WKD

$ 1R ZD\ IROORZLQJ WKH QHZERUQ VFUHHQLQJ|WR

4 ‘RXOG WKHUH EH DQ\ UHDVRQ ZK\ \RX ZRXOG GHQRR¥WRVWLQIXHVV , P WU\LQJ WR XQGHUWWD(
VDPSOHV" GLUHFWRU RI WKH %LREDQN KDYH D SRVUYWLF

$ 1R QRW UHDOO\ 7KH RQO\ WKLQJ , FDQ RI WKRWRVIPERWKLYsRWv"

QRW DQ LVVXH WRGD\ EXW DW VRPH SRLQW WKHHBKFRXEGoEHYRQvKkDW
LVVXH RI FDSDFLW\ URRP FDSDFLW\ 05 .(11('< , P JRLQJ WR REMHFW MXV\

4 'HOO ZH UH QRW DW WKDW SRLQW WRGD\ DUHZW/'How WKDW LW FDOOV IRU P\ FOLHQW WR L

$ 1R FRQFOXVLRQ EXW RWKHU WKDQ WKDW 'RFWR

3DJH 3DJH
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$ 2ND\ 6R WKLV LV MXVW WKLV ZRXOG MXVW EH P\ REIRXIRQQWHUDFWLRQ ZLWK
EDVHG RQ MXVW P\ H[SHULHQFH DV D SURIHVVRU QG MW@ RZH ¥ KRDORX , P JRLQJ WR SX0O0 XE Ul
DERXW UHFRUGV DQG WKLQJV Rl WKDW VRUW 6R WK \DHFW XDIOHPDLOV
UHFRUG WKH LQIRUPDWLRQ WKH FRQWHQW EH®RQINDNR WKH  WR
WKH LQGLYLGXDO DQG , ZRXOG VD\ WKDW WKH SK\VLAD PMKWHH LI , FDQ PDNH WKLV ZRUN HS
WDQJLEOH SLHFH SUREDEO\ ZRXOG EH RZQHG E\ LQ,WKK{WW ZDIQWHKHWR XVH WKLV DV NLQG RI [} UH
6WDWH RU KHDOWKFDUH SURYLGHU LI ZH UH WDOSILQ2NDIERXW PHGLFDO
UHFRUGV 6R , WKLQN WKH FRQWHQW \RX [NQRZ 4£HORQIRZVRPDIGH D ELJ GHDO LQ WKH FRXUW F
SDWLHQW RU LQ WKLV FDVH WR WKH FKLOG RU WKH SRWH@WR DDEHFW WKLQJ DQG , NQRZ WKIDW ¢
WKHQ WKH SK\VLFDO FRPSRQHQWV WKH DAWXDO FDW&GDQIHWKRQOVRI WKDW % XW , ZDQW W|R V|
OLNH WKDW EHORQJV WR WKH DFWXDO IDFLOLW\ L HDW PHFRWQIFW B WD E
RU WKH BWDWH 7KDW V P\ RSLQLRQ RI KRZ LW VERXQRDARUN
4 2ND\ , P JRLQJ WR 4 0\ XQGHUVWDQGLQJ DQG , P MXVW WR V
$QG , VD\ WKDW EHFDXVH RI WKH VLPSOH IDFW WKDWQGRUMMRZQGLQJ LV WKDW 7UDQV +LW %[LR I
WKDW LI VRPHRQH ZDQWV WR KDYH WKHLU FDUG UHPRORA® GG RMMNKWW EXW WKH\ UH D VDPSOH |EUF
EDVHG RQ WKH UHTXHVWYV WKDW , JHW IURP WKH 6WDWH \RKBELBKREDQN WR SRWHQWLDOO\ PDNH F
WKDW D FDUG FDQ EH UHPRYHG DW DQ\ WLPH $00 WXH EDVHQRVEORRG VSRWV
ZRXOG KDYH WR GR LV UHTXHVW WKDW LW EH UHBRYRGID\QG LW V P\
XQGHUVWDQGLQJ DQG , MXVW NQRZ WKLV |URP P4 RSYOUDWHKQXJK'KDW
WKH 6WDWH ZLOO WKHQ WHOO PH WR VHQG| WKH BDUG ERENWRQRHBHDOO\ ZKR 7UDQV +LW %|LR
DQG , P DVVXPLQJ WKDW FDUG LV GHVWUR\HG DW WKWWLWLPHUDRG LV EXW LI \RX VD\
WKDW V 4 2ND\ /HW V VFUROO GRZQ KHUH EHFDXYH ,
4 2ND\ /HW PH DVN WKLV WKRXJK DQG , JXHVV ZH FDRXIIRQLVIK QDO O\
WKDW WKRXJKW KHUH , ZDV WU\LQJ WR HYWDEO$VK2NDQG$@GJWKHI\ PD\ KDYH \HDK 2ND\
PH 7KHUH V VRPH TXHVWLRQV , NQRZ WKH DQVZHU WRXWHYHVBILNH PH \RX JHW PDLOV D dD\"
3DJH 3DJH
<HDK $ 3UREDEO\
4  ,W V MXVW WKLV LV P\ RSSRUWXQLW\ WR DVN \RX WR6 RHKH WK HPORRHPDLO 1RYHPEHU QG D :
WKH UHFRUG 'DKDQ
$  5LIKW $ <HDK , UHPHPEHU WKLV
4 6R EHDU ZLWK PH 4  2ND\ $00 ULJKW $V , XQGHUVWDQG LW
$ <HDK LQWR WKH ILQHU SRLQWV RI WKLV EXW ,[XQC¢
4 , ZDV DVNLQJ D OLWWOH ELW HDUOLHU DERXW WKH RX®FWRMRX WR VHH LI WKH\ FRXOG SRWHQW!|
FRPLQJ WR \RX WR UHPRYH WKRVH FDUGV |DQG \RX WBKB YWLREDQN"
FRXOGQ W GR WKDW" $ 7KDW V FRUUHFW
7KDW V FRUUHFW 4 $00 ULJKW 6R DV, XQGHUVWDQG LW LY Wk
4 $00 ULJKW $QG \RX VDLG , EHOLHYH \RX DQVZHUW&BDWQGLVFXVVLRQ WR 'U 6KDK DQG 'U /IRQ
QRW SOHDVH FRUUHFW PH DQG WHOO PH WKH DQVZHBL@®KWR WKRZ \RX XS KHUH RK , P VRpU\
ERDUG RI GLUHFWRUV FDQ W GLUHFW WKDW D EORR® NWPRIDHFRYPHFW WKDW <RX VHQW LW WR &
VRQ FDQ EH SXOOHG DQG JLYHQ EDFN WR AH RU 8HVWHRKHG
FRUUHFW" 4 KR LV WKDW™"
$ 7KDW V FRUUHFW $ 6R &DUULH /DQJER LV QR ORQJHU ZLWK WKH
4 2ND\ KR ZRXOG" XQGHUVWDQGLQJ 7KH QHZ SHUVRQ LV WKH |
$ 7KH 6WDWH SHUVRQ
4 $00 ULJKW :KR DW WKH 6WDWH KDV WKDW DXWRRUBWKOEXR BHRDW DV JRLQJ WR EH P\ TXHVWLR
WDNH WKDW GLUHFWLRQ IURP" LV WKH QHZ &DUULH FRUUHFW"
$ 6R ZH KDYH D VWDWH FRRUGLQDWRU WKDW zH GDO ZLWK ¥ kiRMHVBR Wy \HV
RI RXU FRPPXQLFDWLRQV FRPH IURP +HU QDPH tv 6RAOEYLIKW 6R \RX IRUZDUG WKDW HPDLD R
EHOLHYH DQG , NLQG RI ZHQW EODQN RQ KHU oDVw @g¥bh D FR%SAH RI GD\V ODWHU DERXW UHYL
KDYH $WNLQVRQ $W N, QVRQ 6KHYV WKHOLDLYRBHAFDLOV EDFN DQG IRUWK WR WKLV DVS
W\ PXFK WRRVKRZ IHMPBoWKHUH V DQ HPDLO EDFN|WR

WKH 6WDWH RI OLFKLIJDQ DQG WKDW V SUH

3DJH

3DJH
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MXVW JRLQJ WR DJDLQ VKRUWFXW WKLV ['U /\RQ &DOER WQWGHHIQ KHU QDPH LQ WKH\ KDYH|D C
6KDK GLVFXVVHG WKLV ZLWK /HJDO 7KH\ ZHQW EDWKHMGGKIRUBHKHQ \RX NQRZ WKHUH DUH| D C
ZLWK WKLY DQG WKH\ XOWLPDWHO\ GHFLGHG WKDW RUKNHGGEGWKRIKAQQWLUVW VWDUWHG LQ v
7UDQV +LW %LR WR EH DEOH WR EX\ VDPSOHV IURPDWKHR %H REWQWFRQVWDQW \RX NQRZ WXJQR

$ 2ND\ WR GLIIHUHQW DUHDV VR , KDYHQ W WDONHG

4 $00 ULJKW 'R \RX UHFDOO DQG WKHQ |[LW ORRNGRQ NH WKK W
WKH\ XOWLPDWHO\ VDLG 30OHDVH WKDQN 'U <BQFHENDRU {HOIFKQQW PH ILQLVK RXW DQG DV|WR
RXW DERXW WKLV SRWHQWLDO RQH Rl WKH GHFLVLRQ PDNHUV"

$ 2ND\ $ <HV KH LV

4 7R PH LW DSSHDUV WKDW WKH\ UH FDOOLQJ WKMH VERVOW W BPRXDVWKHKLY TXHVWLRQ I \RX JRW
XVH RU DFFHVV WR WKRVH ELR VDPSOHV |[WKRVH EWRR&DMKDWEOMVVDLG \RX UH DXWKRUL]JHG | W
WKHPVHOYHV ,V WKDW IDLU" DXWKRULJHG WR GLVSHUVH WHQ SXQFKHV|WR

$ , WKLQN VR \HV UHVHDUFKHU ZRXOG WKDW EH LQ \RXU PLQG

4 2ND\ :KDW UROH GRHV 'U 6KDK DQG 'U [/\RQ &DO @K s ® D/\DMH "

UHJDUGVY WR WKH %LREDQN" $ <HV DQG QR , YH QHYHU JRW D UHTXHVW IUF

$ 6R 6DUDK , EHOLHYH LV WKH QRW LQYROYHG LQ WKH RSHUDWLRQV EXW , N

4 /HW PH EH FOHDU 6R 6DUDK LV 'U 6DUDK /\RQ &DIO@ RKBBRUH RFWKH 6WDWH /DE VR , ZRX0d DV

$ 7KDW V FRUUHFW EH RND\ LI , JRW D UHTXHVW IURP KLP EXW W

4  2ND\ XQXVXDO EHFDXVH KH V QRW LQYROYHG DW W

$ 6R &DUULH DW WKDW WLPH UHSRUWHG WR 6DUBK 26WD\ JXKDW DPRXW LI 'U /\RQ &DOOR KDG|VH(
VR \HDK :H LQWHUDFW ZLWK WKHP WKURXJKRXW GUKIHBWLYEXEBM HPDLO WKDW WKLV SDUWLHAXOL
WKH\ PDNH WKH FDOOV LQ WHUPV RI , GRQ W PDRFHD® WR VD\ MXVW DV DQ H[DPSOH WHQ Vv
GRQ W JHW LQYROYHG :KHQ WKLQJV FRPH GLUWHFWODWREXVIXWH, EHOLHYH DW WKDW WLPH Wt
UHTXHVWV IRU EORRG VSRWV RU \RX NQRZ ZKDW DQGVKR DBSWRRXO LI WKH\ VHQG PH D UHTXH\
SURFHVV ZH VHQG HYHU\WKLQJ RYHU EDFN WR WKHR%G6 BRGO LW

3DJH 3DJH
WKH\ UH WKH LQGLYLGXDOV WKDW PDNH WKH GHFMLVLRNDLQ #MOHUBYJRKW )DLU HQRXJK /HW V PDNH
ZKR JHWV DSSURYHG DQG ZKR FDQ EDVLFDOO\ XWH WSHH KOGR FOG | VSROWL Y H
IRU ZKDWHYHU UHVHDUFK SXUSRVHV 6R , P QRWALQBROYHG Y Q WXWDWVQJ DOO RI WKLV , JXHVV[ WR
SLHFH VR WR DQVZHU \RXU TXHVWLRQ LW LV '++6 ZKRI WKPBNEZRBHQ \RX JHW D GLUHFWLYH IURP|WK
WKRVH W\SHV RI GHFLVLRQV RU VRPHWKLQJ DERXW WKH %LREDQN \RX UH pFw

4 :RXOG'U , P VRUU\ *R DKHDG , GLGQ W PHDQ WAKDWHYHU LW LV WKDW WKH\ UH WHOOLQJ[\RX
LQWHUUXSW \RX JR DKHDG $ 7KDW ZRXOG EH FRUUHFW

$ RU PDNLQJ WKH GHFLVLRQV LQ WHUPV R| ZKR BUH INDG FDHQWXVH KDQJH JHDUV D OLWWOH EL 2
EORRG VSRWV IRU ZKDWHYHU UHVHDUFK SXUSRVHV VGRROBWDUQNDON DERXW WKH %LREDQN MXVw J|
JRLQJ EDFN P\ MRE LV VWULFWO\ WR DFW DV D GHSROHWHROU \RIRD\"

WKH EORRG VSRWV VR , P QRW LQYROYHG LQ WK$VH2WDSHV RI

GHFLVLRQV DW DOO , P QRW DQG VR LQ RKU JXL4GDGWVH, INREHUKKMIHQG , WKLQN \RX FRQILUPHG HEC

LQGLYLGXDOV 6DUDK 1RZ \RX NQRZ DJDLQ 6DUDKQRQRRRVLMHBRUSRUDWLRQ FRUUHFW"
&DUULH LV QRW KHUH 6KHOE\ LV RXU SULPDU\$FR@WDBWFMR U

WKH 6WDWH RI OLFKLJDQ VR LQ WHUPV RI WKH D8SUR®DOUEURWHVAMHY ZH WDONHG DERXW \RXU |ERC

DQG DOO WKRVH NLQGV RI WKLQJV LW V KDQGOHG D:WDMKHROD WRHV :D\QH 068 <RX RI 0 DQG [9DQ

OHYHO DQG QRW E\ WKH %LREDQN WKH RSHUDWLRQ RI WKH %LREDQN"

4 2ND\ /HW PH DVN WKLV ,V'U /\RQ &DOOR RQHS$RI WRHV , PHQWLRQHG IRU WKH PRVW SDUW [LW |
GHFLVLRQ PDNHUV RQ EHKDOI Rl WKH 'HSDUWPHQW BIL HHDGWW DPEDQIJHPHQW SULRU WR ZKHQ|, JR
+XPDQ 6HUYLFHV ZLWK WKH %LREDQN" VXSSRVHG WR EH D SDUWQHUVKLS EHWZHH|Q D

$ , P QRW UHDOO\ , GRQ W LQWHUDFW ZLWK KHU VRXQGRUWLMQ@RZ , WKLQN :D\QH DQG WKDW V
WKH DQVZHU WR WKDW WR EH KRQHVW ZLWK \RX \RX NQRZ , JXHVV :D\QH LV WKH SHUVRQ W|KDW

4 2ND\ $QG ZKDW DERXW DSSRLQWLQJ WKH GLUHFWRU RI WKH RSHUDWL
0\ LQGLVFHUQLEOH LV FRSLHG RQ WKH HADLO VRPHDAQRHEWBMXM ,E\ PH EHLQJ DQ HPSOR\HH R :D\
GRQ W HYHQ NQRZ LI WKLV SHUVRQ LV VWLDO WKHUMRIEPFBMMBHFHVVRU WKDW ZH UH SUREDEO|\ PR

3DJH 3DJH
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IN

®n b~ B o

RYHUDOO RSHUDWLRQV WKDQ RXU RWKHU
SHUVRQ VLWV RQ WKH ERDUG <RX NQRZ

DIILOLDWLRQ IRU HDFK PHPEHU RQ WKH EH

WKLQN IURP D FROODERUDWLYH SHUVSHF
IURP WKDW ZD\ EXW MXVW LQ WHUPV RI R

WKDW :D\QH 6WDWH SULPDULO\ PH DW WK

WLPH ZLOO EH PRUH LQYROYHG 'H , W
VWDUWHG LW ZDV PRUH RI D UHDO SDUWQ
WKH\ GRQDWHG WKH VRIWZDUH WR XVH

EORRG VSRWV DQG WKHQ WKH <RX RI 0 ZH

WKLQJV ILQDQFLDOO\ EXW WKDW KDV FKD
, YH EHHQ KHUH :H UH SUHWW\ PXFK WKH
LQ WHUPV RI WKH RSHUDWLRQV RI WKH V
2ND\ /HW PH DVN WKLV , P MXVW NLQG
DUHDV RQ WKLV
RI WKRVH IRXU HQWLWLHV DSSRLQWV VRP
UHSUHVHQWDWLYH RQ WKH ERDUG RI GLU
7KDW V WUXH

,V DQ\ RQH RI WKRVH SDUWLFXODU LQGLY
FKDLUPDQ RU FKDLUSHUVRQ RI WKH ERDU
<HV 7KDW ZRXOG EH (G

, P VRUU\"

(G
2K
<HV

("

+H V WKH KH DFWV DV WKH SUHVL

3DJH

WKHUH LW RUWHH HQUWIWLMHY WKDW ZH YH EHHQ GLV
DUG $QGNR DIDQQ ,, FDQ RQO\ VSHDN IRU WKH %
LYH \RX RQQWKHVRMISKKWVLGH EHFDXVH ,
SHUDWLR®W¥XH ZRXOGBQVW\JHW LQYROYHG ZLWK WKH
LV SDUWLFXR DWWH®O® VRPH Rl WKHLU PHHWLQJV

KLQN ZKHROGVRLMWKWM ORJLVWLFV UHJDUGLQJ LW
HUVKLS ZWHBHUWXEW KD GEAKGWHUPV RI P\ UHSRUW
RU WKH \ZRIUQYL EXRI WA NQRZ WKDW WKH\ GR KD
XO0G FRQWRDEGWH MRFW NLQG RI NQRZ WKDW LQIR
QJHG DWNQRZVWQWIQEBFWLQJ ZLWK WKHP DQG MX
SULPDU\WR@O PHWWRWVWRPHRQH KDV WR JHW DS
RUDJH IDWKGIUM\LY D 6$% ERDUG EXW LQ WHUPV R
RI FRYHUIRQU BBGYIMMRHUQVERDUG , GR NQRZ WKDW WK

‘H ZHUH WDONLQJ DERXW DV , XQGBUWWPIOSDWWHDEK Q VRPH RI WKH DGYLVRU

ARQH WR KBIYUH H PHMWKEHQU RQFH D \HDU DQG , YH E
AFWRUV WUWHDON' EXW

LGXDOV WKH RAYHEQRQYP WKHLU VLGH

5" 4 /HW PH FODULI\ P\ TXHVWLRQ
WKLV JUDSKLF
FRPPXQLW\ YDOXHV DGYLVRU\ ERDUG DQG
ERDUG ER[HV DQG ZH KDYH WKH WKUHH

WKH WKUHH , ZDV UHIHUHQFLQJ GRHV WK
GHQW RI WKHVERBPUY VWUXFWXUHG D SURSHU GLDJ

/HW V. WDN

3DJH

SDUWQHUDFFXWDWHIDRKGHSLFW WKH UHODWLYH UHQ

P QRW UH

FDQ W JR RQ UHFRUG E\ VD\|
FRPSOHWHO\ KRZ WKHLU VWUXFWXUH LV H

LI ZH WDNH RXW WKH FRPH

UDP

©

'R \RX NQRZ LI WKDW ZDV GRQH SXUVX
DQ\ VRUW RI SDUWLFXODU SURFHVV"
, GRQ W NQRZ WKDW LQIRUPDWLRQ
,Q WKH ODVW \HDU ZKHQ , PHDQ OH
'RHV WKH ERDUG PHHW RQ D UHJXODU
‘H GR :H PHHW WZLFH D \HDU
2ND\ ,Q WKH WLPH WKDW \RX YH EHH(
HYHU EHHQ D YRWH WR QRPLQDWH DQG
RU LV LW MXVW JRQH ZLWKRXW VD\LQJ
*RQH ZLWKRXW VD\LQJ
$00 ULJKW $V SDUW RI OHW PH VHH
$V SDUW RI DV SDUW RI WKH GLVFRY
KDYH DVNHG IRU D QXPEHU RI GRFXPH(
'HIHQGDQWYV WKDW KDYH EHHQ KDSSLO
ZLWK \RX ZKDW V EHHQ PDUNHG DV ([KL
RI WKLV GHSRVLWLRQ DQG WKLV LV D
WR PH LQ UHVSRQVH WR WKDW GLVFRY
D ORRN DW WKLYV

'"HSRVLWLRQ ([KLELW $ PDUNHG
-XVW OHW PH NQRZ ZKHQ \RX UH UHDG
2ND\
2ND\ 7DNLQJ D ORRN DW WKLV , YH E
TXHVWLRQV DERXW WKH QDWXUH RI WK
%LREDQN DQG WKH ERDUG RI GLUHFWR
+HDOWK DQG +XPDQ 6HUYLFHV 'RHV W

3DJH

DQW WR BIQWVYWUMVR ENRQUH 6
ILW ZLWK HDFK RWKHU"
$ <HV WKRVH DUH FRUUHFW

V PH BVN $QNc WK LWKHD\GHVFULEH WKHLU VHUYLFH
EDVLV" EXOOHW SRLQWV LQ HDFK ER[ DV WR ZKD

WKDW DQ DFFXUDWH GHVFULSWLRQ RI ZK

%LREDQN DQG W

DFFHSWZK® WWWKHGRKDELKIPDI) V VRPH , FDQ W
WKH\ PHDQ ZKH\ WKH\ VD\ KRQHVW EURN
HGXFDWLRQ

LI , KDYBRANWKDWHWHUWHDVN WKLV TXHVWLRQ

AU\ LQ WRUWH SWKRRWVHVVYWDWHPHQWY FRUUHFW"

WV IWBRP 2ANION 6 WHDW HW LV

SURYLGKIG'H OPF¥V&K DBOQOQWRWLQJ UHSUHVHQWDWL

ELW 1XPWHKHDOVS PROBXUSRVHV

GRFXMPHQWPWRIW\ZD,VMXVRYZGYWE \RX WR IRFXV R

HU\ 7DNERD RRWHWKMHDQG WDNH

$ 2ND\

4 $UH WKRVH EXOOHWV WKHUH FRUUHFW R
%LREDQN"

$ <HV WKDW V FRUUHFW /HW PH FODULI\

HHQ DVNLQJVIRX WRPHIRHOG ¥ WXG\ VSHFLILF ,' FR

H UHODWRQVEHSQ VEHDWMWZMH QVRKHMXVW QHHG WR

UV DQG WMKHD WH 8 DYUHW P HRSAR BRW D Q W

KLV S4 FW2NDN R3O BHOD B KA

3DJH

RQ VBKH ,EFRDU GSKIDW WRKUHWVRIPH RI WKH WKLQJV L(

, P QRW LQYROYHG LQ WKD
QM

, P QRW UHDOO\ VXUH

KH |

D M)

Q z

VRP
pHV
FOD

3DJHV WR
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A~ B b oo

6R ZKDW KDSSHQV LV WKDW DQ\WLPH WKD
WKH 6WDWH WKDW DVFHQVLRQ WKH DVF
WDONHG DERXW WKDW HLJKW GLJLW QXPE
ZKHQ LW VvD\V KHUH ZH DOVR DVVLJQ RXU
DWWDFKHG WR WKDW DVFHQVLRQ QXPEHU

DQG WKHQ ZH JR WKURXJK DQRWKHU SURFH
LGHQWLILDEOH QXPEHU E\ DGGLQJ DQRWKH

GLJLW QXPEHU RQ WRS Rl WKDW QXPEHU W
UHVHDUFKHU HYHU QHHGHG WR NQRZ \RX
SXOOHG IRU ZKDW ZH UH DEOH WR NLQG R
LI WKH QXPEHU FRPHV IURP WKH 6WD
W GHSHQGV RQ KRZ PDQ\ VSRWV WK

2ND\ 6R IURP WKDW LQIRUPDWLRQ
QXPEHU LQ \RXU GDWDEDVH DQG \RX FRXO
EHHQ SXOOHG
YRU WKDW UHDVRQ

DFFRUGLQJ WR ZKDW VWXG\ WKHQ FRUU
&RUUHFW
2ND\ ,I D UHVHDUFKHU ZDQWHG WR KDYH
VSRWV VD\ WKH\ QHHGHG D WKRXVDQG RI
K\SRWKHWLFDO
8K KXK DIILUPDWLYH
&RXOG WKH\ PDNH WKDW UHTXHVW GLUHF
UHTXHVW IXOILOOHG"
1R

3DJH

\RX FH

V D VWXGLQY PDPGBHE YCTHEGE\ GRQ W XQGHUVWDQG WK

HU ZKDW KID8IS WWQKWH LBAWD KMHN W KR X J K
RZQ QXPEWK WRRWIORBWHV \RX JX\V GR LW RYHU D
6R LW V I5GHSGWW LWEDW TXHVWLRQ
VV RIAGRDQL WD GIRWKHK 6R ZKDW , P ZDQWLQJ WR
KDW FRPHOMWIDQVHW KLY WSSURYHG WKLV UHVHDUFK V
\QRZ ZKDDV QKPEHQW DXVWK WKHP ZKHWKHU \RX \
WHOO WKBR ®&RXYWU 8WKDW PDWHULDO DQG DJUHH
WH ZH OGDWGHFW/LRQ"

A1\ UH BLYHXXDW V FRUUHFW 6R RQFH D SHUVRQ LV
XOG ORRNPIDMONWBIWOLQJ XV WKDW D UHVHDUFKHU

WKH\ EDVLFDOO\ PDNH WKH GHFLVLRQ LQ

VSRWYV DUH SXOOHG IURP WKH GHSRVLWR
HFW" 4

IURP
DFFHVV WBXWIOHWKIHREDQN VSRWYV IRU \RX NQRZ

VWHSV WR FRQWDFW ZKRVH EORRG VSRW

WR JHW FRQVHQW WR JLYH WKRVH VDPSO
O\ WRE\RXLRQG KDYH WKDW

4 2ND\ K\ QRW"

3DJH

1QVLRO QRRBPNU WXWWROHZRXOG DJUHH WKDW \RX D
KHQ WKH 6W

UWZR GLILWRRHBRIGUHHN WKH 6 WDWH EH LW 6KHOH

5 WHOO ZKDWOAMBRWYOKIXYHHZLOO JHW D UHTXHVW WR

$W WKDW SRLQW ULJKW WKHUH VD\ \RX J

OLNH WKH HPDLO \RX ZHUH MXVW (

WKHP MXVW IXWD RU SURYLGH D SXQFK WR D UHVHD

$ %HFDXVH ZH UH QRW LQYROYHG LQ WKDW

PW !
F W
D W H
vV Wi

RX N

HV R

SUI

$00 ULJKW :KDW SURFHVV ZRXOG KDYH
XQGHUVWDQG LW KDV WR EH IXOILOOHG
VSRWV IRU UHVHDUFK SXUSRVHV"

:H UHIHU WKHP EDFN WR '"++6 IRU DSSUR
:KDW SURFHVV LI \RX NQRZ GR WKH\ XQ
WKH VFLHQWLILF SDUW RI LW , P WDONU
WKLV WR NLQG RI D IRRW OHYHO K
XQGHUWDNH WR OHW \RX NQRZ ZHOO
VWDUW WKDW TXHVWLRQ RYHU 6HH , V
KHUH DQG LW MXVW GRHVQ W FRPH RXW
ULJKW ZD\ , JXHVV ZKDW , ZDQW WR NQ
\RX XQGHUVWDQG RFFXUV ZKHQ VRPHRQ
EORRG VSRWV DQG \RX VHQG WKHP RYHU
EHIRUH WKH SRLQW WKDW LW FRPHV EDF
VD\V  *LYH WKHP WKH VSRWYV "

6R LW V P\ XQGHUVWDQGLQJ WKDW LW J
UHVHDUFKHU ZRXOG KDYH WR HODERUDW
IRU WKH UHVHDUFK ZK\ WKH\ QHHG WKH
XQGHUVWDQGLQJ WKDW WKH\ JR WKURXJ
FRPPXQLWLHYV LQFOXGLQJ WKH VFLHQWL
NQRZ LI Rl FRXUVH LI WKH UHVHDUFK
$QG WKHQ LW KDV WR JR WKURXJK D YDU
IRU DSSURYDO VR WKDW V P\ XQGHUVWD
KRZ WKH LQLWLDO GHFLVLRQ LV PDGH L(
DQG IRU ZKDW SXUSRVH DQG WKRVH NL(

3DJH

WR EH DWRRMJIH IDFLOLW\

RU KD& LQ$ODF RHVUKWR FRORRG NQRZ DV SDUW RI
UHVHDUFK SURMHFW LV SURSRVHG DQ

YDO

GHUWDNHFERQ®MFW WHMGSHUVRQ ZKRVH EORRG

QJ , ZDOWUMRWWNHR JHW WKHLU FRQVHQW D

DW SURFNWKWDGR SDHMVLFXODU VSRW"

WULNS WKDBRQ/WWNBRZ WKDW LQIRUPDWLRQ

NDUW ZLWKDDY BURXWHIYGHDKHSD UG R

WKURXSIK W QG PRKMKQW E B H

RZ LV ZKDWRMURRKMVRYGR WKHUH IRU D VHFRQG

WR '++6" FIKD@WKIRIS KEB UV D\

N WR \VRX RQEO\WKHR OKMDIE 'U <DQFH\

ZH GR REMHFWLRQV XQOHVV KH GLUH

RHV

VSRW$ WRNDWXG\ W V P\

K D YDIULHW\TKIHGZWILHRIHQ@WR \RX ZDV KDYH \RX H
LF DGYLVRURERGUGJ \RX

LV HYHQ DSSURYOSG (//,621 -HUHP\ |
LHW\ RI ,5RUFBPARMDVMHHYI WKH TXHVWLRQ
QGLQH EXWDY K RRXWHNBIRZKHDUG RI WKH 6WDWH
WHUPV RS HKRRWKHK VKW EDRRG VSRW LW EHOR
GV RI WKD@BWRMLQP QRMVXG\"

3DJH

DQG XOWLPDWHO\ IRU DSSURYDO GRH

LW KDSSHQL

1 ZDQWV WR KDYBSDFEFHVV<WR, G MXVW REMHFW V]

VKRXO

PHDOKWHKKMW RXW ZLWK WKH MXGJH ODWH
H RQ WKHIRRGVR® QRMHVWR \RX DQVZHU WKH TX

DFNQRZOH

Q"

R\
G K
FW)
Uz
HV

HU

GJt

HJV

3DJHV WR
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1R ZRXOG KDYH QR LGHD ZKR WKH EORRG VSRW E

4 <RX DV WKH GLUHFWRU RI WKH %LREDQN GR \RX UHWRLIHWWKBRQVHQW IRUP DQG WKHQ LI ZH|[zHU
FRQVHQW EH REWDLQHG IURP WKH SHUVRQ|ZKRVH EORRRE WSRM) ZW ZRXOG EH H[SRVHG WR VRPHRQ
EHORQJY WR RU WKHLU SDUHQW SULRU WR|JLYLQJ RIXQU RZKPDWERQRIQG WKDW V QRW KRZ WKH %LRE
VDPSOH" 4 2ND\ 'RHV WKH %LREDQN DQG DJDLQ JRU.

$ 1R TXHVWLRQV , NQRZ WKH DQVZHUV WR EXW|, vi

4 'RHV WKH ERDUG RI GLUHFWRUV DW %LRED/QN UHT X LSIHJ W KRIVW K LV

$ 1R $ <HV

4  +DV WKHUH HYHU EHHQ D GLVFXVVLRQ RU GHFLVARQ' RER YK H RHVREDQN LQ DQ\ ZD\ DVN RU RWKHU
FRQVHQW QHHGHG WR EH REWDLQHG EHIRUH JLYLQJFRQVWQWSIRHWW"IURP HDFK GRQRU Rl WKH EJORR
$QG DIJDLQ WKLV LV LQ WKH FRQWH[W RI ZKHQ D VWSXGWWDQJEHWQ QWR WKH %LREDQN"
DSSURYHG $ 1R
1R 4 6DPH TXHVWLRQ H[FHSW DV WR UHPRYLQJ [D E¢

4 'R \RX EHOLHYH DV WKH GLUHFWRU DQG pPJDLQ , RMWNR @J URXHDUFKHU ,V DQ\ VRUW RI FRQVH
DV GLUHFWRU LQ \RXU UROH RI GLUHFWRU| Rl WKH %t RFEI)AN LWYB®/I"
VXFK FRQVHQW LV UHTXLUHG" $ 1R
'R, EHOLHYH" 4 'RHV WKH %LREDQN VWRUH DQ\ Rl WKH FRQVH(

4 <HDK GR \RX EHOLHYH LW V UHTXLUHG" EDFN XS /HW PH SUHIDFH WKLV WKH ULJKW ZI
LW V P\ XQGHUVWDQGLQJ WKDW DOO RI WKDPW LV GR@H ZW\L BHIR WD UWLHU WKDW FRQVHQW IRURV Z
JHWV RYHU WR XV DW WKH %LREDQN DOO WKH FRQVRIQWKIR HPDW OMKWWSDUW RI WKH SURFHVYV
NQRZLQJ D OLWWOH ELW DERXW WKH SURFHVV $RX NB®R¥VXWLQPWKDW LW ZDV , FDQ W JR Rf RI
XQGHUVWDQGLQJ WKDW WKH FRQVHQW IRUPV DUH DO® GIRW JRKLRQREX MXVW \RX NQRZ JHQHUD
ZD\ EHIRUH LW JHWV RYHU WR XV LQ WHUPY Rl WKH WMRWDJRX NQRZ LQ VHHLQJ GLIIHUHQW HP[pLO
IDFLOLW\ 6R , YH DOZD\V DVVXPHG WKDW WKHUH V WKB® YRUW DQG NLQG RI XQGHUVWDQGLQJ D «
FRQVHQW ILOHG D FRQVHQW IRUP RQ ILOH , ILUVW JRW LQ WKH UROH , ZHQW RQ WKH|LQV

3DJH 3DJH

4 P JRLQJ WR DVN \RX DFNQRZOHGJLQJ|WKLV LV DHVHDUFK DERXW KRZ WKLV ZKLOH SLHFH ZR
K\SRWKHWLFDOO\ TXHVWLRQ , P DVNLQJ \RX WKLVQIQWR®H ELW RI LQIRUPDWLRQ 6R , FDQ|W
FDSDFLW\ DV GLUHFWRU RI WKH %LREDQN /HW V PUMMXP'H |RIXWKEDQW WR EH FOHDU WKDW|, G
VDNH RI DUJXPHQW WKDW WKDW FRQVHQW ZDV QRWREWIDQHMRBXIURPP , JXHVV D SULYDWH RY SH
VRPHERG\ V VDPSOH ZKR LV LQ WKH %LREDQN 'R \RRWWIKQ ®N KRSDFLW\ DV D GLUHFWRU EHHDX\
KDYH DQ REOLJDWLRQ WR REWDLQ FRQVH|QW EHIRUD QL YRIQW KHEERFRP SRQHQWY WKDW \RX UH D
VSRW IRU DQ DSSURYHG VWXG\ RXW WR D| UHVH® UFHKHD Z IOHHQV VPKIDBW N LW WKLV ZD\ /HW PH|[DVNA
EORRG VSRW EHORQJV WR D SHUVRQ RU WKHLU SDWRHQMWKH %LREDQN KDYH DFFHVV WR RU RWK

$ , WKLQN D FRQVHQW IRUP VKRXOG DOZD\V EH \RX ARIGRZHQWKHRUPYV RI DQ\ W\SH UHODWHG WR W
SULPDU\ GHFLVLRQ EHIRUH DQ\ EORRG VSRW LV JLPHA VWRRUME@W WKH IDFLOLW\"
%XW DJDLQ , GRQ W JHW LQYROYHG LQ WKDW SURFRIVV

4 )DLU HQRXJK , XQGHUVWDQG WKDW /HW PH DIVN VRKIRX TKGIRZVERBUH LI WKHUH DUH FRQYHQ)
'R \RX DV WKH GLUHFWRU RU DQ\ERG\ XQGHU \RX ZRRQAWHR@GIHRWPY ZRXOG EH VWRUHG DW"
\RXU SXUYLHZ DW WKH %LREDQN GR \RX JX\V FEHFNRHDFRXRBOWR®RZ ZKHUH WKH\ ZRXOG EH|Vvw
VSRW WR PDNH VXUH RI WKH OHW PH WU\ WKDIW DHW.@H DDWMNLQG RI D ZHLUG TXHVWLRQ | /H
FDPH RXW EDG , JXHVV ZKDW , P WU\LQJ/WR  ZKDWKH R/ DWHLRIJDUIJXPHQW WKDW WKH MXGJH LC
WR XQGHUVWDQG LV GR \RX JX\V  ZKHQ JRX JHW DFRODMQW HZOW RBEW SURSHUO\ REWDLQHG| DQ
D GLUHFWLYH IURP WKH 6WDWH WKDW VD|V *LYH EKWQWHKHNHG FRQWUDU\ WR FRQVHQW 'RJ\RX
EORRG VSRWV WR WKH UHVHDUFKHU GR[\RX JX\V MKEDFNMMDWQ®R RUGHU \RX WR UHWXUQ WHKHVI
FKHFN WR PDNH VXUH WKDW FRQVHQW ZDV REWDL REZ® EHWVRZRXQBL\®RX KDYH WKH DXWKRULW\ W
RXW DQ\ Rl WKRVH VDPSOHV" HPSOR\HHV WR IXOILOO WKDW WDVN"

$ 1R $ 1R

4 $Q\ UHDVRQ ZK\ QRW" 4 KR ZRXOG"

$ )RU RQH ZKHQ ZH JHW WKH LQIRUPDWLR®Q UHPHPEMH ZBWDMW IQRW
JHWWLQJ DQ\ QDPHV :H UH MXVW JHWWL|QJ D @XPBIQEG DIQHQWRX ND\ WKH 6 WDWH

3DJH 3DJH

3DJHV WR
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$ 7KH UHDVRQ ZK\ ZH ZRXOGQ W NQRZ LI WKH MXGJWKHIUHMK HDUEDJ WKDW ZH JHW HYHU\ GD\ Z[LWK
ZDV DQ RUGHU WKDW FDPH WKURXJK , ZRX0GQ W EHVBROW WRQGHIKOM) ZH GR LV ZH SXW WKDW SD
WKHP EHFDXVH , ZRXOGQ W HYHQ NQRZ ZKHR WKH\ EHERQHBGRWRNVKH QXPEHU WKDW WKH\ HPDLJHG
EHFDXVH ZH UH QRW DEOH WR LGHQWLI\ WKH LQGLYLGKDQ DAMFRUNHH EDJ DQG \RX NQRZ WKHUH
ZH RSHUDWH DV D F FRPSDQ\ , P DVVXPLQJ WKDVW HIPRRBOHWH WKDW EDVLFDOO\ LW V OfNH
D FRXUW RUGHU DQG WKH\ VDLG <RX YH JRW WR JL Ut FHUBWH NEXORR GVR OHW WKHP NQRZ WKD
VSRWV XS , ZRXOG UHIHU WKHP EDFN WR WKH 6WDWHR WKDW ZH NQRZ IRU D IDFW WKDW WKH\|UH"
4  /HW PH DVN \RX WKLV ,| WKH MXGJH DJDLQ , P SXW WKDW LQ WKH FDWDORJ VSRW DQG Zz|H Vi
DFNQRZOHGJLQJ WKLV DV D K\SRWKHWLFD® RND\" W KH 6 WIX\® BiH
VD\V 7KHVH VDPSOHV KDYH WR EH GHVWUR\HG 4 :R2OOG\WRERKBMKHV NLQG RI EULQJV PH EDFN WR :
WKH DELOLW\ WR GHVWUR\ WKRVH VDPSOHY DV WKH \@KUWRAREXRIVWRE Rl WKH LGHD LI , ZDQWHG |
%LREDQN" VDPSOH GHVWUR\HG , FDQ W FRPH WR \R ,
1R ERDUG RI GLUHFWRUV , YH JRW WR JR WKUR
4 KR ZRXOG EH WKH SHUVRQ WKDW ZRXOG KDYH WR PRINHF WIXGIVGHE L'V £ B Q
WR GHVWUR\ WKRVH RU ZRXOG KDYH WR EH WKS$ RQKDWR \J (PR WHFW
FRPPDQG WR GHVWUR\ WKRVH VDPSOHV" 4  $00 ULJKW 2ND\ /HW V VZLWFK , P JRLQJ
$ , P QRW VXUH ZKR WKDW SHUVRQ ZRXOG EH SDUWLFRODRI®D\DDWHRKGG DQG , P JRLQJ WR RSHQ XS
VWDWH OHYHO EXW , ZRXOG DVVXPH WKDW LW ZRXOIGHKIBY HWVIRVEWL JKW KHUH
VRPHRQH DW WKH 6WDWH OHYHO EHFDXVH WKDW V ZKR ZH LQVBRVDBWRQ ([KLELW . PDUNHG
ZLWK 4 $00 ULJKW , P JLYLQJ\RX ZKDW , YH PDYUNH
4 2ND\ $V , XQGHUVWDQG WKHUH LV D SRVWH[WUDF\WXRQRMH RHWWKLY GHSRVLWLRQ $JDLQ , |00
VIVWHP WKDW V EHHQ SXW LQWR SODFH WKDW DO OR&EY LSO UW @W/RWRPBH\ONW WKDW WKH 6 WDWH ‘[HIH
IRU VDPSOHV WR EH GHVWUR\HG DIWHU WKH\ YH JRWSDHQV LRIWRKWKGLYVFRYHU\ SURFHVV
%LREDQN WUXH" $ 2ND\
$ , GRQ W NQRZ DERXW WKDW V\VWHP 4 $V , XQGHUVWDQG ORRNLQJ DW WKLV IRUP
3DJH 3DJH
4 2ND\ +DYH \RX HYHU EHHQ DV WKH GLUHFWRU NQREDERKWRWRRN DW LW WKLV LV WKH S{uLF
VHHQ RU RWKHUZLVH EHHQ GLUHFWHG E\ D|Q\ERG\ DD FFKIN \6 WIRVHDWROHY DQG RU SRUWLRQV RI VE
GHVWUR\ VDPSOHV DW WKH UHTXHVW RI D $DUHQW" FRPH WR OHDUQ LV FDOOHG SXQFKHV RU P SR
$ :H GR QRW GHVWUR\ DQ\ VDPSOHV :H YH UHFHLYHGVDHRGH/ WV WR
SX0OO0 VDPSOHV $ &RUUHFW
4 2ND\ 6R OHW PH MXVW JLYH \RX D ZHOQ , OO4JLYHDNRX D ORRN DW WKDW DQG VHH LI \RX FIPQ F
VWUDLJKW XS RQH , PDGH VXFK D UHTXHV|W ZKHQ , WROHQ BDR/XW P\
VRQ V EORRG VDPSOHV ZHUH LQ \RXU %LREDQN BND®R \HDK :KDW \RX UH VKRZLQJ PH LV D QLVV
2ND\ FKDUJH IRU WKH SURFHVVLQJ Rl EORRG V$RW
4 ,ILOOHG RXW WKH IRUP , VHQW LW LQ $ IHZ ZHHNSURFAHWA QJ EXW WKH DGPLQLVWUDWLYH|FR\
PRQWKY ODWHU DIWHU , VXHG WKHP  WKD/W V DQRWHKHRK LSAYKFHVVLQJ
GRQ W ZRUU\ DERXW WKDW , JHW D OHWWHU EDRFN MWKDW ®¥R\VI IRU H[DPSOH , ZDV D OLFKLJPQ I
<RXU VRQ V VDPSOHV KDYH EHHQ GHVWURIHG PHDQLQJ , P WDNLQJ WKDW WR PHDQ D OLFKL:
2ND\ UHVHDUFKHU DQG , ZDQWHG D ZKROH UDQGR!
4 7R \RXU NQRZOHGJH KRZ ZRXOG WKRVH VODPSOHV KZXRORWWR® RIRW H[DPSOH
Rl WKH %LREDQN DQG EHHQ GHVWUR\HG LI \RX NQRZZND\ /HW PH EDFN XS D OLWWOH ELW [P W
$ 6R ZKDW KDSSHQV LV ZKHQ WKRVH , GR NLQG Rl UMAKLOO WRKWWLYV SDUWLFXODU WKLV LV QRW
IRUP QRZ 6R DQ\ WLPH WKDW IRUP LV FRPSOHWHG ZK\DRVVKIOIBSH @WH FRVWY WKDW WKH 6 WDWH KI
LV ZH JHW DQ HPDLO , JHW DQ HPDLO EDVLFDOO\ IGBRPUMKIN WKDW ZH KDYH RQ RXU HQG 7Klv L
6WDWH DQG WKH 6WDWH EDVLFDOO\ WHOOV PH WR SB®EXPHRHQW MRIQDW ZH KDYH IRU WKH %LREDQN
QXPEHU EODK EODK EODK DQG WKHQ , JRILQWR WKOILWMRUDHEKD UMIOLY LV QRW , GRQ W NQHRZ Z
DQG ZH SXOO WKDW EORRG VSRW :H UH JHWWLQY GRDNOD\ EQRRGPH DVN WKLV TXHVWLRQ
VSRWYV HYHU\ VLQJOH GD\ IURP WKH 6WDWH RI OLEKLXMHDKIRXGRQRBYH ZH GR FKDUJH , GR KPYH
DOO RI WKH FXUUHQW RQHV WKDW DUH EHLIQJ GRQH RRG RVKQ SHIDFHHOLVW EXW WKHVH DUH QRW R
VWLOO ROGHU RQHV WKDW ZH UH VWLOO WU\LQJ WR TKIMV \LW RARPGI WIRLQJ WKDW WKH 6WDWH GRHV
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WKHQ ZH FKDUJH DOVR $ 1R ZH ELOO GLUHFWO\ WR WKH UHVHpPUF
4 $00 ULJKW 7KDW V VRPHWKLQJ QHZ , KDYHQ W  WOOYHLNKWN $QG ZKDW KDSSHQV WR WKD
HGXFDWHG PH RQ VRPHWKLQJ , GLG QRW $SXW WRJHWRDWHARWMUH DQG
VR , ZDQW WR H[SORUH WKDW D OLWWOH ELW VB P\ TWHWWPIHRQEPPN LQWR WKH %LREDQN
EH D OLWWOH ZHLUG LQ WKDW UHVSHFW [/RRNLQJ DAWWKLWR LW MXVW JHWV SXW LQWR WKH
VSUHDGVKHHW ULJKW KHUH DUH WKHVH WKH SULFH% WREDQINREDQN
FKDUJHV UHVHDUFKHUV" $ <HV
$ 7KHVH DUH WKLV OLVW LV QRW D FXUUHQW OL¥W 'R GRR WKXMWQRDRZ LI \RX JHW DQ\ RI WKLV
KRZ ROG WKLV LV EXW WKLV LV QRW LW V YHU\ VIFFHOWXNWR ZH OO MXVW DVVXPH IRU WKH
WKLV DPRXQW EXW WKHVH DPRXQWV GRQ|W ORRN IIFRD WPK/DWHZKD¥¥ \RX UH ORRNLQJ DW pPLJ
OLNH D WKUHH OD\HU WLHU V\VWHP IRU RXU EORRG WERMWYULFH OLVW WKDW WKH '++6 FKDUJH
4 I \RX KDYH D UHTXHVW WR JHW DFFHVV WR SXQBKH\WVRD\ZKROH
VSRWV IRU GLVWULEXWLRQ WR D UHVHDUFRKHU R4% WRRD\RX. M GRPLIQG\RX JHW DQ\ RI WKDW PRQ
, ZDQW WR XVH WKH ZRUG FXVWRPHU EXW VRPHRQW KR VY RQ@HLQIW DOO"
WR JHW DFFHVV WR WKH VSRWV WKHPVHOYHV IRY ZK{IHVE RHQRIXUSRVH
GR \RX JX\V KDYH D SULFH OLVW WKDW , FRXOG aHW DEBPWVV WRIQJ WR WUDQVLWLRQ PH WR P\
$ <HV WV RQRXU LI\RXJR WRRXU LW VRQ WKH %LREDQN RSHUDWH LQ WHUPV RI|[IXQ
EHOLHYH LW V RQ RXU ZHEVLWH EXW ZH KDYH REU RZNDSULFH
VWUXFWXUH WKDW ZH FDQ JHW \RX D FRS\ RI 4 +RZ GRHV ZKDW NLQG RI , PHDQ ORR
4 2ND\ :KDW , P JRLQJ WR DVN \RX WR GR LV ZRXOG RW WHRMHDQXPEHU , P JRLQJ WR UHSUHJVHQ
FRS\ RI WKDW WR \RXU DWWRUQH\" WKH 6WDWH VHQW PH VDPSOHV KDY
$  2ND\ DW OHDVW DV WR ZKDW V EHHQ GLVFQRV]
4 6R, P JRLQJ WR PDNH D UHTXHVW IRU WKDW EHFDXWHRWXERXW DVVXPLQJ HYHQ DVVXP[LQJ
VRPHWKLQJ , YH QHYHU , YH DOZD\V ZHOO , JXHVNCPQ®\EM UH WDONLQJ D KDOI D PLOOLIRQ
., YH ZURQJO\ DVVXPHG WKDW WKLV ZDV WKH SULFH RUMMKOHZERWHPRUH +RZ GRHV WKH %LRE
3DJH 3DJH
SDFNDJH RQ WKH WKLQJ IXQGLQJ"
$ 1R DQG \RX NQRZ ZKDW" , GRQ W NQRZ LI|WKLV $V BB® REGHEHUDWH D YDULHW\ RI ZD\V :H KDYH
LW GRHVQ W KDYH OLNH WKH %LREDQN RQ KHUH , GRQGAL QJWKKMW FRPHVY WKURXJK WR SD\ IRP W
WKLV MXVW GRHVQ W ORRN IDPLOLDU WR |PH , P MNVSH QRHYJZWR' K WKH %LREDQN 2QH LV WKDW
EH KRQHVW ZLWK \RX , GRQ W NQRZ , GR|NQRZ WKWWHWKWMDBMWDWHOLFKLJDQ HYHU\ \HDU DQG |[wKI
DOVR GRHV FKDUJLQJ RQ WKHLU HQG DQG ZH FKDUJH BRUR{UPHDOG O\ , EHOLHYH SHU \HQU
EXW WKLV GRHVQ W ORRN OLNH , NQRZ IRU D IDFW WKLY DFWRIWOO\ , EHOLHYH LW V F
P\ FXUUHQW SULFLQJ VIVWHP ,W FRXOG EH DQ ROGHRHAMRERPFNQWMR WKH 8QLYHUVLW\ LQ ZKDW [ZH ¥
WKDW \RX KDYH DQG WKH\ YH FKDQJHG WKH ZD\ WKHGLREDONKMGYW WKH PRQH\ WKH ) $ WKDW
FKDQJHG WKH ZD\ LQ WHUPV RI WKH SD\PHQW VW UXFS\QWYH UYWWIRRRVRXU DFWXDO SK\VLFDO DPRX!
IDPLOLDU MXVW LQ WHUPV RI WKH SULFHV DUH D OLWWMKOMW BIIM) G@WRV:Hf XVH WKDW DQG WKHQ Z[H D«
DQG VRPH DUHDV DUH QRW :H RQO\ KDYH P WKUHH WKBW \ANWRBOHFW IRU WKH VSRWV IRU WKH
VR WKLV KDV ~RQH WZR WKUHH IRXU ILYH RXW RDEMDMNWUDWLYH FRVWY WKDW DUH DVVRFLE
DFDGHPLF RXW RI VWDWH JRYHUQPHQW ,|YH QHYHWRNVWKEWHKE®RRRE VSRWV IRU WKH UHVHDUFKH
, GRQ W NQRZ ZKDW LW LV FKDUJH LV FXUUHQWO\ , EHOLHYH LW V s
4 2ND\ $00 ULJKW 6R MXVW LI \RX FRXOG| JHW WKIM® RXHUPWRH\ ZH FROOHFW IURP WKDW JRHV
0U .HQQHG\ DQG , OO PDNH WKDW UHTXHV[W \RX NOFRVW Q $QXE WKHQ DOVR WKHUH DUH VRPH|RWI
FRXUVH IRU H[DPSOH ZH KDYH VWXGHQWY WKDW BUH
$ 2ND\ 6WDWH 8QLYHUVLW\ WKDW LV SDLG E\ :D\QH 6
4  /HW PH DVN WKLV TXHVWLRQ DQG , P NLQG RI MXVWMIONL QUF BAXW RI®\ KHOS SURFHVV WKH EORR|G V
VHDW RI P\ SDQWV ULJKW QRZ I \RX JX\V| WKH 6WDRWH
FKDUJHV ZKDWHYHU LW FKDUJHV %LREDQN FKDWJHV,\Z MKWMY BUNMVZRUN VWXG\ NLGV"
FKDUJHV 'R \RX JX\V VHQG \RXU ELOO WR WKH 6$VDV&RWVBHFKH\ :RUN VWXG\ DQG WKHQ ZH DOJNR ¥
DGGHG RQWR WKLV GR \RX NQRZ" 2U GR \RX ELOO GNMPISROD WRVHFKQLFLDQV VR WKHVH DUH SH
WKH UHVHDUFKHU" EDVLFDOO\ WKH\ GRQ W PHHW WKH HOLJLEQG
3DJH 3DJH
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VWXGHQW RU SDUW WLPH VWXGHQW DQG
WHPSRUDU\ ZRUNHU DQG WKHQ ZH MXVW
2ND\ $00 ULJKW
$QG WKH\ JHW SDLG E\ HYHU\ERG\ JHWYV,
8QLYHUVLW\ DQG WKHQ ZH DOVR KDYH DQ
IXOO WLPH WKDW ZRUNV IRU WKH %LREDQ
7KHQ ZH KDYH D YDULHW\ RI RWKHU GLIIH
OLNH UHQWYV :H KDYH WR SD\ IRU WKH IU
KDYH D ELJ KLJK SD\PHQW WKDW ZH SD\
WKDW PRQH\ JRHV WR WKH RSHUDWLRQDO
GRHVQ W FRYHU QRZKHUH QHDU
DSSUR[LPDWHO\ , ZRXOG VD\ WR
RSHUDWLRQDO H[SHQVHV
2ND\ 'R \RX JHW DQ\ PRQH\ IURP DQ\ SUL
1R
'R \RX JHW DQ\ PRQH\ IURP VHWWLQJ DV
ZRUN VWXG\ WKH VDODU\ SDUW RI WKLV Z
WHPSRUDULHV GRHV :D\QH 6WDWH 8 RI 0
WKH\ VXSSO\ DQ\ PRQH\"
1R QRW FXUUHQWO\ :H ZRXOG OLNH IRU
<HDK ULJKW

WKH\ GRQ W , EHOLHYH DW RQH SRLQ
WR EH PRUH DQG , ZDV H[SODLQLQJ WKDW
Rl WKH\ JLYH ILQDQFLDO FRQWULEXWLRQ
\HDUV WKDW V FKDQJHG DQG :D\QH 6WDWH

SHUF

3DJH

SUREDE

ZH FDQ KILWH WKBP DVKDV ZRXOG EH , P SUHVHQ
5D\ WKHP DRXDGDEN DQ H[DPSOH RI DQ LQYRLFH \R
YXWXUH 'LDJQRVWLF 6ROXWLRQV "
SDLG$E\ (RRYH AWWWWHH S
RSHUDW LR@Q® @ PIKD JH U
DQG¥H %DPVRXSPRGRZQ D OLWWOH ELW"
HQW RSHWRWLRQDO FRVWV
HHJHUZED QK LWVHOI :H
R EDVEFD@EBDROWHEB! 2ND\ 7KDQN \RX , ZDQWHG
HISHQVHRXUKMQ YRREW 7KDW V D FRS\ Rl RXU LQ
O\ WKH JUDNDN FREBUYLIKW $QG WKH VHFRQG SD
HQW Rl R¥RRYHWHDOORND\ , ZLOO SURGXFH WKHVH
UHGDFW WKH DFFRXQW QXPEHU
DWH ¥RXYHBK" , ZDV JRLQJ WR VD\ ZH UHDOO\ QH
05 (//,621 -HUHP\ DQG $DURQ ZH
LGH REYREMWLRWWREG WR PH UHGDFWLQJ WKDW ZK
LWK WKH RRBYW Q& SIRKHVH U "
068 DQG 9DQ$QFHO(1IGR< 1R
05 /(9,1 1R
WKHP WR EXW 05 (//,621 2ND\ $00 ULJKW , W
WKLQJ KHUH 7KH\ YH JRW DQ DFFRXQW
SULRU WRKPRNWDWHABOO
HDUOUHU 7KMVZDRUPRIDPSOH , PHDQ WKLV ZRXQ
EXW , WRDQM R WKW KH %LREDQN ZKLFK PDW
ZRXO$ EMMBKH SULPDU\

» ZDQ
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SHUVRQ WKDW ZRXOG EDVLFDOO\ GRQD
2ND\ 7KH SULFLQJ WKDW \RX JX\V FKD
DERXW WKDW JRHV EDFN WR \RXU JHQH
IXQGLQJ SULFHV \RX FKDUJH IRU WKH

VRPHWKLQJ WKDW V HVYWDEOLVKHG E\ W
GLUHFWRUV"

W V HYWDEOLVKHG E\ WKH ERDUG RI G
'‘RHV WKDW KDYH WR EH DSSURYHG E\

NQRZ"

1R LW GRHV QRW

8QGHUVWDQGLQJ \RX UH QRW DQ DWWR
EHWWHU OLIH GR \RX KDSSHQ WR NQRZ
DXWKRULW\ WKDW DXWKRULJHV WKH %L
SURYLGLQJ WKRVH VDPSOHV"

, KDYH QR LQIRUPDWLRQ RI WKDW QR

$QG RQFH \RX JX\V GHWHUPLQH ZKDWH
, PHDQ LV LW OLNH DQ LQYRLFH \RX VH
<HV ZH VHQG WKHP DQ LQYRLFH :H K
/JHW PH GR WKLV , P JRLQJ WR VHH LI

DQ H[DPSOH IRU WKLV
SUHVHQW WR \RX ZKDW LV \RXU ODZ\}
SURYLGHG PH D ZKROH EXQFK RI GRFXP
2ND\

g

'"HSRVLWLRQ ([KLELW ) PDUNHG
7KLV LV ([KLELW ) IRU SXUSRVHV RI WK

3DJH

\HDK ULJKW KHUH

WH R EHEQ® IVRI\RXHX\V ZRXOG JHW D SD\PHQW'
UJH WX DW KBWJ HVWRON HE W
UDO IXQG2IND\SDUWWWRMXR/XW , PHDQ , JXHVV WR
XQFKHV VWKRXYBERW RXW WKRXJK \RX ZRXOG QRW
KH 6WD WD REOHRK X ERHDMNMGWRKH 6 WDWH KDG DSSU
WKH VDPSOH"
LUHFWRUYKDW ZRXOG EH FRUUHFW
KH 6WDW2ZNDW DWW O@H DROPRYW GRQH
WR JHW DKROG RI  $V , XQGHUVWDQG IU
OLWHUDWXUH , YH VHHQ WKHUH DUH VD
UQH\ DQQ LKDKIH) SUIRHE DH®EDQN WKDW JR EDFN W
LI WKHUH V DR\ ND®RZ RQH ZD\ RU WKH RWKHUY
REDQN W R DFPKSDOUHI\H JIRI MK DRMWUDUH EHLQJ VWRUHG"
$ 2ND\ 6R WKLV LV DOZD\V D KDUG TXHV
VWDUWHG WR ZULWH LW GRZQ IRU \RX
HU WKH FMNHUHQWRX MXWW FXUUHQW :KHQ , VD\
QG WR W W NUHH WHKIDWF K WUW DN H V
DYH DAELCEGD@) WRXWHPIHWWLQJ VDPSOHV HYHU\
ZH FD® MXNW®O \MRMWEBRW WKHQ WKH\ UH GRLQJ V
, P DDIEQIDW® VR LW WDNHV DERXW LW V D
iU \RXUWOMZYHLW ZKDW , P WU\LQJ WR WHOO \RX
HQWYV HYHU\WKLQJ IURP WR FXUUHQW
4 2ND\ ,V WKHUH VR RQ WKH RQ VRPH
VD\V HYHQ VRPH RI \RXU RZQ OLWHUD
LV GHSRWVIRMVRED FNHURM QMWNH WKH , YH VHHQ R(

$ FRXSOH R
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DQRWKHU RQH WKDW VD\V
<HDK
'R \RX KDYH DQ\ LQIRUPDWLRQ DERXW LI W
WKDW JRHV EDFN"
, GRQ W NQRZ KRZ IDU WKH\ JR EDFN EXW
, VKRXOG WHOO \RX WKLV WKDW HYHU\ GD
VSRWYV DQG WKHQ VRPHWLPHV WKH SODQ
XV WR VWRUH DOO Rl WKH EORRG VSRWV IU
ILUVW VWDUWHG DQG , EHOLHYH LW ZDV
WKRXJKW , GRQ W NQRZ %XW LQ DQ\ FDV|
WR JHW WKRVH VSRWV RYHU WR XV VR VRF
DQG ZH PD\ JHW VRPHWKLQJ \RX NQRZ IUR

WKH\ ZRXOG JR WR 6R ZH ZRXOG J
NQRZ VRPH RI WKH ROGHU VSRWV IRU XV
SODQ LV WR HYHQWXDOO\ KDYH WKHP DOO
XV EXW WKH 6WDWH KDVQ W EHHQ DEOH W
WR XV EHFDXVH WKHUH LV WKLQJV WKH\ KD
6R HYHQWXDOO\ WKH SODQ LV IRU XV WR K
IURP ZKHQ WKH SURJUDP ILUVW VWDUWHG
WHVWLQJ , GRQ W NQRZ KRZ IHDVLEOH WK
GLUHFWRU RI WKH %LREDQN EHFDXVH ZH Z
, PHQWLRQHG HDUOLHU WKHUH ZLOO EH UR
ZH UH JRLQJ WR UXQ LQWR WKDW SUREOHP
VR WKDW ZLOO QHHG WR EH D FRQYHUVDWI
ERDUG %XW ZH GR JHW  ZH UH FXUUHQW

3DJH

$ <HV KH LV

4  2ND\ $QRWKHU TXHVWLRQ WKDW , P KRS
KDW V WWK®RZ RRRPANDPSOHY GR \RX WKLQN \RX KDYV

$ , FRXOG QRW WHOO \RX WKDW
, GR NQRZ WKD®W DDB&H WDONLQJ KXQGUHGV"
ZH JHW FXBRXQ® EWRRIEO\ WHOO \RX WKDW EXW
LV WR HYWIQRHXVROWKO®HRX WKDW /HW PH FODUL
RP ZKHQ WKRXADRJGDW QG WKRXVDQGY , PHDQ WH

PD\EH ,,PHDQ ZH KDYH KXQGUHGYV Rl WKRXVDQ

H WKHUHWMHD EDRXGRIDW LW ZRXOG MXVW WDNH P
HWLPHV ZHYHWHBXUHQWH KHDUG WKDW WKH 6WD
P VLQFH ZH KHDWUEG WKH\ YH JRW PLOOLRQ , YH
HW VRPH QXREHUV |, ZDV MXVW FXULRV LI \RX NQH
R VWBUH 1RU 7KH
KRXVHIG DOMDVWRUHGRMWKPLOLDU DW DOO  \RX VH
R JHW WKRDH QRICHIH LE X®RDWH \RX IDPLOLDU DW DOO
YH WR GRVKG WKMHWWQRQ WKDW WKH\ DFW DV WKH
DYH D$OO BK WKK VBRMWAPDWLYH
"KHQ WKH'RWMBW K YEBUWMBQG ZKDW WKDW FRQFHS
DW ZRXOG RH, PNQWHRQHG WKDW HDUOLHU 7KDW
RXOGQ WHYCHMH VHHBHWBRD W
RP FD8DFLRV\RX \KDH\H DI}GH DELOLW\ LI, ZDV WR FR
LQ D FRXSDH \RDOUWQR¥ZQG'U <DQFH\ , G OLNH \RX
RQ WKDWDZBS KRYBIOZ LWKPVWKKIH 6 WDWH EHFDXVH , P
JHWWLQJERXGMU VWXDLNH \RX WR SXOO D VDPSOH
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DQG ZH JHW FXUUHQW VWXII DW WKH VDP
/HW PH DVN \RX WKLV 6D\, ZDQWHG
ZDQW VDPSOHV IURP IRU H[DPSOH :K
VWRUHG" :KHUH ZRXOG , JHW WKRVH"
<RX ZRXOG JHW WKHP IURP WKH 6WDWH
'R \RX NQRZ ZKHUH WKH DFWXDO SK\VLFD
VWRUHG"
. WKLQN LW V LQ \RXU RZQ 6WDWH /DE 6
/DE LV ZKDW , XQGHUVWDQG

, PHDQ \RX GRQ W NQRZ IRU VXUH RQH Z
1R , GRQ W

2ND\

., MXVW NQRZ WKDW LW V DW WKH 6 WDWH
/HW PH DVN WKLV TXHVWLRQ , YH OHDU
VWRUDJH IDFLOLW\ WKDW WKH 6WDWH KD
LQ /DQVLQJ RIl WKH QRW DW WKH ODE
VWRUDJH IDFLOLW\ 'RHV WKDW KHOS DW
UHFROOHFWLRQ DW DOO"

1R LW GRHVQ W , GRQ W JHW

)DLU HQRXJK $W \RXU IRU WKH VDPSO
ZKR KDV DFWXDO SK\VLFDO DFFHVV WR W
-XVW PH DQG WKH RSHUDWLRQV PDQDJHU
6R WKDW ZDV &KULV"

7KDW V &KULVWRSKHU .UDXV
.V KH VWLOO WKHUH"

3DJH

H WLPH IRU H[DPSOH DQG , NQRZ \RX VRPHZKDW,
P D UHVHPDNKHWXD®G YH JRW LW FOHDU IRU WKH
HUH ZRXOWKMMKIRV K FEX KDYHQ W WDONHG WR WKH
WR WKH 6WDWH , MXVW KDYH DQ DSSUH
VD\ *R JHW 3KLO V VLVWHU V VRQ V VDH
O VDPSOHSKIKRR DIIDUPDWLYH
4 'R \RX KDYH WKH FDSDELOLW\ WR EH DE
RPHZKHUHI L Q@B K BWEORVWKDW VD\ WRPRUURZ"
$ LWK D QDPH"
D\ RU WKH: IRMKMXVW D QDPH \HV
$ 1R QR 7KHUH DUH QR QDPHV DW DOO H
VSRW RXW RI DOO Rl WKH KXQGUHGV RI
1R QDPH
YHG WADW2 WKHUMWXWDWR EH FOHDU \RX FRXOGQ W
V WKDW VDWQ/GRVUDQJ WDBSOHY WKLV JX\ V QDPH RU
LWH EXWE DUWWKQGRIWH WRH VRPH RWKHU WKLQJ DQ
DOO LQ URKUBINWIX@DRXKDYH WKDW QXPEHU IURP
LW IDLU HQRXJK"
$ 7KDW LV IDLU
HV WKDOW PRID'GRBKRDYRUU\ EHFDXVH , DFWXDOO\ VS
KRVH VDPROMWH PDNH VXUH , JHW LW FOHDU WKH
WKDW , KINDH WKHUH
4 BR \RX ZRXOG QRW KDYH WKH DELOLW\
FKLOG V QDPH VRFLDO VHFXULW\ QXPEH
DEOH WR ILQG WKDW VDPSOH IURP \RXU
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LQGH[ RQVLWH DW WKH %LREDQN" LQIRUPDWLRQ FDQ EH H[WUDFWHG RXW RI
$ 7KDW LV FRUUHFW $ 1R
4 2ND\ 6R E\ HHWHQVLRQ P\ QH[W TXHVWLR® ZKKBKH WK@GHI| P\ TXHVWLRQV LQWR EOR
YHHUHG LQWR ZDV WKDW WKH RQO\ ZD\ \RX FRERW BXWEBHP KHUH )RUJLYH PH LI, DYNH
SDUWLFXODU SHUVRQ V VDPSOH ZRXOG EH LI WX BMRDRW SHRYLQHGELWK DQ\ DVSHF\ RI
\RX ZLWK WKH DVFHQVLRQ QXPEHU WKDW LV DVRAR PMKHVRIGI B L YK WWROMPJH XVH RU UHVH
SDUWLFXODU VDPSOH" VDPSOHV FRUUHFW"
$ 7KDW LV FRUUHFW $ &RUUHFW
4 $W WKH IDFLOLW\ GR \RX PDLQWDLQ DQ\ RWKHIHGDAMD , PHIRQAQOMWR VKDUH D VFUHHQ Z
PH DVN LW WKLV ZD\ $Q\ RWKHU GDWD WK®W RROWPDLQWDLQ
UHODWLYH WR WKH VDPSOHV" $QG OHW PH4JLYH UHXRGRWH H @DFPQZHDW G VORSH W WRRI
RI ZKDW , PHDQ &KLOG V QDPH EORRG W\SH VGORXXH KRN EEDUMWWEKH UH DOPRVW GRQH KHUH
WKHLU ZHLJKW ZKHQ WKH\ ZHUH ERUQ WKH WLPH WKDMSRMM LRHQUHKLELW ( PDUNHG
ERUQ DQ\ SK\VLFDO RU SK\VLRORJLFDO GDWD WHKB WHXRXQWGE @O\RXZZKDW V EHHQ PDUNH!
\RX WR DVVRFLDWH ZLWK D SDUWLFXODU VDPS@KLELW 1XPEHU ( 7KHVH KDYH EHHQ $UR
$ 1R , P MXVW JRLQJ WR VFUROO WKURXJK WKH
4 /HW V SUHWHQG , P MXVW JRLQJ WR OHW WIGIRQ D SIOHREMFG ROO EXW LI \RX ZDQW W
KHUH 7KLV LV D K\SRWKHWLFDOO\ ZDQW WRDIXOGXOD®P HOHDVH OHW PH NQRZ 7|KH\
UHVHDUFKHU , ZDQW WR SX0O VDIPSOHV RIYBORRXGY VAIRRBOHOW IRUPV WKDW WKH 6WDV
IURP FKLOGUHQ ERUQ DIWHU WKH )OLIQW ZDWHRRRVHQYMW DQG , ZDQW
WR EH DEOH WR VHH ZKDW , P UHVHDUFKBQJ 2NRPHWKLQJ ZLWK
EORRG ULJKW" 'R \RX KDYH DQ\ FDSDELOL¥\ WR EH DEOHUWRHODIDWLRQ QRW QHFHlVD
, FDQ SXO0 WKHVH VDPSOHV EDVHG RQ WKH ]US FRIS\HH Q VRUW L R Q
H[DPSOH" $ *RWFKD
$ 1R 4 /RRNLQJ DW WKHVH KDYH \RX HYHU VHHQ
3DJH 3DJH
4 $00 ULJKW &RXOG , GR WKDW ZLWK LQIRUPDWLRQ, YHBY®REDEO\ VHHQ LW RQFH LQ RXU R$HU
ZHOO OHW PH DVN \RX WKLV .1 , ZDQWHG WKRVH YBOSHOBWY IIRUP <RX NQRZ , WKLQN , YH|VHE
WKHUH VRPH ZD\ WKDW \RX NQRZ Rl WKDW WKH 6W MWD FRKGG MXYRWLEHRS\ RI WKH IRUP EXW ,
PH ZLWK D OLVW RI DVFHQVLRQ QXPEHUV|WR EH DEWKHWR BRWRVWK RV H
VDPSOHV" 4 P JRLQJ WR DJDLQ UHSUHVHQW WR \RX| WK
$ <HDK , P FHUWDLQ WKDW \HDK \HV UHSUHVHQWDWLRQ QRW QHFHVVDULO\ WKH
4 2ND\ 6R WKH 6WDWH KDV WKH GDWD \RX KDYH WKIMHOEBRREXW P\ UHSUHVHQWDWLRQ LV WKDW
$ 7KDW V FRUUHFW WKH FRQVHQW IRUPY WKHUH V QR UHIHUJHQ|
4 $00 ULJKW 'R \RX NQRZ ZKDW LQIRUPDWLRQ LV DBRQADIOHEWH UQRPKHVH GRFXPHQWYV 0\ TXHVW
WKH 6WDWH LQ WHUPV RI GDWD DVVRFLDWHG ZLWKVSDWWLFXDQW WR EH SHUFHQW FOHDU 7
ZLWK LQGLYLGXDO EORRG VSRWV" FRQVHQW IRUPV UHODWHG WR WKH %LREDQ!I
$ 1R , GR QRW IDLU"
4 ,V WKHUH DQ\ VRUW RI GRFXPHQWDWLRQ|WKDWS$\RX6 RXWKH YROR 7UXVW LV WKH %LREDQN
NQRZ ZKDW LI, ZDV D UHVHDUFKHU FRQWDFWL®J \RXDAD\E®X URIXMXPSLQJ WR P\ QH[W VHFWLR
NQRZ 'U <DQFH\ , G OLNH WKHVH , G OLNH WKBXWDPISGIB\Y) MXPS WR WKDW ULJKW QRZ EHF
ZLWK WKHVH SDUWLFXODU FKDUDFWHULVWLFV KRWKERWOGR QHR RIEWKW TXHVWLRQV , ZDQW [WR
JHWWLQJ WKDW" WR JHW D FOHDU XQGHUVWDQGLQJ RQ HXW
$ 6R WKH\ ZRXOG EH UHIHUUHG EDFN WR 6KHOE\ DW R\ \6MFRQIE KIHUH /HW V MXVW VHSDUDWH
OLFKLJDQ DQG , P VXUH WKDW WKH\ KDYH|D ZD\ WKBMD ORX NDWZRZRPHWKLQJ IRU D VHFRQG MXV\
WKH\ FDQ LGHQWLI\ WKDW LQIRUPDWLRQ DW WkKH 6@WDOMH OHYHO EXW ,
GRQ W KDYH WKDW LQIRUPDWLRQ 4 /RRNLQJ DW WKHVH IRUPV WKHVH DUH QRW
4 )DLU HQRXJK )DLU HQRXJK 2ND\ $FNQRZOHGJL@®URXKHVMRNREDWN KDYH FUHDWHG FRUUHFW
WKH EHJLQQLQJ DERXW %DQG $LGV DQG HRELWSVVI5QJKWPRU PH
$ 5LIKW 4 $00 ULJKW $QG DJDLQ UHFRJQLILQJ zkDw
4 'R \RX KDYH DQ\ NQRZOHGJH RU H[SHUWLVH DV WRLAZKDW \OROUWDRON DERXW WKDW LQ D VHFRQG
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FRQVHQW IRUPV DW DOO WKDW \RX KDYH R®@ ILOBYREWBH@HG WRWKDW , P VRUU\
H[HFXWHG RU JRW LQ DQ\ ZD\ UHODWHG WRAWKHDEOD RIRKRXIKPSOMXVW ZDQW WR \RX N|QR:
WUXH" EHFDXVH \RX KDG PHQWLRQHG HDUOLHU \

$ &RUUHFW KDYH DFFHVV WR WKH VDPSOHV WKHPNMHO

4 $00 ULJKW 'LG \RX KDYH DQ\WKLQJ DQGs, VHULIWVRW PHDQLQJ
WKH %LREDQN WKH %LREDQN KDYH DIQ\WWKLWQJ WIRYERRWR YRRIWUEHHQ DVNHG RU GLUHFWF
NQRZOHGJH ZLWK WKH GUDIWLQJ RI WKHVH FRQWHKHVHRQUIPMH FKLOGUHQ V VDPSOHV|DU

$ 1RW GXULQJ P\ WLPH FRROHUV"

4 2ND\ )J)DLU HQRXJK $QG DJDLQ , DSSUHFBEDWHRLWR -XVW ZKDW
\RX NQRZ RND\" 4 'R \RX NQRZ D +DUU\ +DZNLQV RYHU D|wW '-

$ 5LIKW $ 1R

4 , P JRLQJ WR PDNH RQH PRUH UHSUHYHQWBRBWLRRQ\RR NRRZ )RUP MXVW +DUU\ +DZN|LQV
H[DPSOH OHW V WDNH D ORRN DW JRW WKH FERRMVIW H RS\W.IQLW KB VH +H ZRUNHG DW '+
ZRUOG EXW WKLV LV D FRS\ WKLV LV IRU HWM@BDHEKOW SRVLWLRQ KH KHOG RU ¥ KD
/IDSRUWH V VRQ DQG WKLV RQH LV WKLV LV RMWMXVEBRIRRX NQRZ ZKR KLV UHSODFHPHQV
UHIHUHQFH WKLV LV D FRQVHQW IRUP IRU WKH1IRKI|. G®R HR WH
LGHQWLILHG %\ IHGHUDO ODZ ZH YH JRW WR LGHQWIHSR\KIHPLRY ([KLELW % PDUNHf
LQLWLDOV IRU IHGHUDO FRXUW SXUSRVHV E£XWQW WL&KWO G7KIH2 ODVW , P GRZQ WHR WK
/RRNLQJ ULJKW KHUH OV /D3RUWH LQGLFDWHG PIRRLRIEWE\WKRZ \RX OHW PH JR W|KUF
EORRG VSRWYV PD\ QRW EH XVHG IRU HDOWK WHHWUHDU&EBQ \RXW HMWWKDW ZLWKRXW PH
JRHV RQ WR VD\ ULJKW EHORZ WKDW WKH EORNEH 3V KKWVOZNBGIOCEENHLVK SXUSOH JUDSK|LF"
VWRUHG IRUHYHU EXW QRW XVHG IRU UHVHEMDUBK KXK WXIDW PD®R. YH
\RX KDYH DQ\ LQIRUPDWLRQ RU H[SODQDWLRQ PNDNR RREZKWHR), GRQ W KDYH WR UHGQR V
VRPHRQH GRHV QRW ZDQW ZKHQ D $DUHQW GRNY QRN OZFORNVDWKWKDW DQG ZH FDQ ]R
FKLOG V EORRG VSRW EHLQJ XVHG WKDW WKHOGHWMRGHVEIRW WIDONH D PRPHQW WR WDNH

3DJH 3DJH
QHYHUWKHOHVV EH VWRUHG IRUHYHU" $ 2ND\

$ 1R 4 2ND\ 'RHV WKLV DFFXUDWHO\ GHSLFW \RX{U X

4 'R \RX KDYH DQ\ LQIRUPDWLRQ DV WR|ZKHWKHDBKRW @RS HQEORR GHIWRYHU EORRG VSRWV D
VSRW ZLOO RU ZLOO QRW EH LQFOXGH|G DV SDYWURHQWUQH SUREHYYN.V FRPSOHWH"
VWRUDJH SURJUDP LI WKH\ FOLFN RU VHOHRBW Q RD® WHYHDPRQ@ \W QVZHW WKDW , PHDQ , FDQ
WR EH SDUW RI DQ\ KHDOWK UHVHDUFK" RI WKLV GRFXPHQW EXW VRPH , FRXOG QR

$ 1R 4 2ND\ 2QH RI WKH WKLQJV , DJDLQ WKLY LV

4 '"RHY WKH %LREDQN KDYH DQ\ VRUW R| SURFHWHRBWHSHBWBG®XRM LQ
SODFH WR LGHQWLI\ WKDW WKH\ NQRZ RI #WRAN®HNQWLI\ WKRVH
VDPSOHV WKDW DUH LQ WKH %LREDQN| EXW GR QRWREZWRW WKR CEEJ¥ SPHWHDUQHG DV SDUW R
Rl WKH UHVHDUFK RU SRWHQWLDO UHYHDUFK SAMHMBHOR®RYE"VSRWY WKDW DUH WKH OHIWRYHU\

$ 1R VWRUHG E\ WKH 6WDWH DQG WKH EDODQFH RI

4 $IJDLQ ZRXOG \RX DJUHH WKDW WKDW| ZRX0OG BHR LRXROUIW WWH RQ RE®BW 'R \RX NQRZ WK|pw
SUREDEO\ ZRXOG KDYH WR EH REWDLQHG IWRP MKH 6 WRWHRZ WKDW WKH\ NHHS  WKH\ GR LU

$ &RUUHFW VSRWV DQG WKHQ WKH\ VHQG WKH UHVW R[YHU

4 <RX DQVZHUHG WKDW 'R \RX NQRZ R| DQ\ GHWBROGRY WRHRQEPE GV
E\ ZKLFK SDUHQWY DUH WROG DERXW WKH %LREDRN S RkWDR GH@WXboo\ LQ DGGLWLRQ
WKH WLPH WKDW FRQVHQW LV EHLQJ REWDLQH®FLOLW\ WKHUH LV D VHFRQG RQH ZLWK VYLPL

$ 1R VRPH ZLWKLQ WKH 6WDWH '++6 VI\VWHP"

4 +DYH \RX EHHQ DVNHG RU RWKHUZLVH VV\&;ULN}(L-WV)KMUVV\)/\{)@@I-WKDW WR EH FRUUHFW |\HV
DWWRUQH\ FOLHQW SULYLOHJH YHU\ FIDUHIX%0O"\R \PQ\NH;)IMZXZMYHQR \RX KDYH DQ\ NQRZOHGJ
DVFHUWDLQHG E\ \RXU RZQ DFWLRQV RU GLUHKWHGUVRDIEB Rdly DY WRXHK\ WKH 6WDWH KpPV v
GLUHFWLRQ WR GHWHUPLQH ZKHWKHU|RU QRW WKHHQ YRV PKbOLMHRoAK LI \RX zLWK| WK
DUH SDUW Rl WKLV FDVH WKDW WKHLU VDPSORY RYHyZLW LR KWK VH RWKHU VDPSOHV]
%LREDQN IDFLOLW\" $ , GRQ W NQRZ WKDW DQVZHU EXW , GR NQRZ V
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KDYH WR JR EDFN DQG UHWHVW WKLQJV
WR EH UHDGLO\ DYDLODEOH , UHDOO\ G
'R \RX KDSSHQ WRR NQRZ ZKHUH SK\VLFD
VSRWY WKRVH WKH RQHV WKH 6WDWH
WR \RX ZKHUH WKH\ VWRUH WKRVH DW"
1R , GR QRW

<RX UH QRW LQ FKDUJH RU UHVSRQVLEOH
LQ DQ\ ZD\"

1R , P QRW

'R \RX NQRZ ZKDW WKH BWDWH XVHV WKR
, PHDQ \RX PHQWLRQHG \RX VDLG \RX K
RWKHU WHVWLQJ EXW GR \RX VSHFLILFD(
WKH\ XVH WKRVH IRU"

1R, YH MXVW KHDUG WKDW WKH\ XVH L
WLPHV EXW , GRQ W NQRZ WKH DQVZHU W
/HW V VHH KHUH 6R OHW PH FDQ \RX
8K KXK DIILUPDWLYH

$00 ULJKW *RRG 5LJKW KHUH WKLV V§
RQH EORRG VSRW LV VWRUHG E\ WKH 6WD
SHUVRQDO XVH LI QHHGHG 7KDW V QRW
7KDW V FRUUHFW

$00 ULJKW 1RW WR SXW ZRUGV LQ \RXU
DW KHUH \RXU OLNHO\ \RXU RSWLRQ $
7KH EORRG VSRWV JR LQWR D VDIH VWRU
<HDK , P $ DQG WKHQ WKH EORRG VSRW

3DJH

JXHVV DIQ®ZAVKHR\ WRBWHLBWH D YDULHW\ RI VWDN
RQ W NQREZQWRABYHHBVERU\RX NQRZ WKH PDQDJHPHQ
OO0\ WKRVWVWRRWMKXKDYYBORRBQ WKH UHDVRQ ZK\ LW ZD
JHWDLQV EXRQGR KWDQ "WWWHKD/G KLVWR U\
4 2ND\ )DLU HQRXJK /DVWO\ RU DFWXD
ODVW H[KLELW , ZDQW WR VKRZ ZHOO (Q
IRU WKHPWWORRRIN) H HRUHW KRXWHW D FRXSOH RI VPDOO
Dw
'"HSRVLWLRQ ([KLELW * PDUNHG
VH RWAKHU EGRRIZNGWRWYJIRX ZKDW V EHHQ PDUNH
DG VXVSHEWSBBUBSRRXW RI WKH GHSRVLWLRQ 7KLV
O\ NQRZ ZKH V8 WHD\W H ZDR/MD WK H ZKDW , FDOO WKH H
P\ QDPH , JLYH LW WKH RQH EHIRUH WKH
IRU WR RIOHOMOH\WGNV PIWHU 1HZERUQ 6FUHHQLQJ 'R
R WKDW \RIXHDWWH DQ\ LQYROYHPHQW ZLWK WKH G
HH P\$PRXWRH"
4 $00 ULJKW +DYH \RX GR \RX XVH WKLV
RW ULJKWWKHIH LWKINMQRZ RI WKLV GRFXPHQW IRU
WH /DE IR REBDQNRXRSHUDWLRQ"
WKH %L REDDRNQ PRUUHKEIW"ORRNYV OLNH , WKLQN
DW RQH SRLQW LQ WKH RIILFH , P QRW V
PRXWK BXWWEGHORRNLGRHVQ W ORRN OLNH D FXU
DQG RSWKRQZ ®%OGRVUKIHFW EXW , YH VHHQ WKL
DJH LQGGRFHBROQBOEHIRUH
JR LOWRZNDVH "RW KR WDK HV

3DJH

HKR

V V|

DO\
HW
IRO

G D'

oG
F X U
\RX
DIW

SXL

PD\
X U H
UH Q
DN

DQG ZLOO QRW EH XVHG IRU UHVHDUFK WR
FRXOG EH % EXW WKH 6WDWH FRXOG SRVV
2ND\ $00 ULJKW &DQ \RX H[SODLQ \RXU
LV WKH OLFKLJDQ %LR 7UXVW IRU +HDOWK
GLIIHUHQW IURP RU WKH VDPH DV WKH OLF
6R , P JRLQJ WR EH UHDO KRQHVW ZLWK \R
LQ WKDW DUHD

, P JODG \RX UH KRQHVW
7KLV ZDV EHIRUH P\ WLPH YH WULHG WR
UHDG RQ LW D OLWWOH ELW 7KLV LV P\ XQ
%LR 7UXVW ZDV VHW XS , ZDQW WR VD\
\HDU ,W ZDV VHW XS DV D SURJUDP WR PD
Rl WKH VWRUDJH RI WKH EORRG VSRW VW
XS WKDW ZD\ KRZ WKH\ EHFDPH D F EO
LGHD , MXVW ZDV MXVW WROG 7KLV L
\RX UH JRLQJ WR EH PDQDJLQJ XQGHU P\ R
WKDW , PDQDJH %XW WKDW V KRZ , JRW L
GLGQ W ZDQW LW ,W MXVW FDPH WR PH EH
<RX UH JRLQJ WR KDYH LW VR , KDYHQ W
GRQ W NQRZ WKH KLVWRU\ WR EH KRQHVW
DERXW WKH ZKROH WKH %LREDQN DQG ZK
XS WKH zZD\ WKH\ GLG , GRQ W UHDOO\ KD
. NQRZ WKDW WKH %LR 7UXVW , FDQ VD\ W
YDULHW\ RI VWDNHKROGHUV VR \RX KDYH
6WDWH DQG <RX RI 0 9DQ$QGHO HW FHWH

3DJH

DSSUHFLDWH

WUHDW  \WMS OR®RMWY IDPLOLDU

LEO\ E# % IWRR\ /HW PH DVN WKLV TXHVWLRQ

NQRZOHG MQRZ /REZKDWRQWURO RU RWKHUZLVH

DV RSSRVRSHUD WM \RXU %LREDQN"

LIJDQ $HRQIPWQR W XREDHWYWDQGLQJ WKDW TXHV
, POQRW, WKEWWOWW PH VD\ LW WKLV zZD\ 7KL

FUHDWHG LW V QRW VRPHWKLQJ WKH

KDW RSHUDWLRQ ZRXOG \RX DJUHH ZLWK W

XQGHBVWREBE WHWFMNQ G

GHUVWDQGLQJ G6FH®RWMLWLRQ ([KLELW + PDUNHG

FDQ VAUHRPHPBRUQVKWR SUHVHQW WR \RX QRZ ZK

QDJH WKH R$BIUDWLRQV

RUDJHA :KRIDW-QDWYHYW LV ZKDW , FDOO WKH QHZ

DK EOBHK 2KDYH QR

V \RXUWQHZ OWB YO®ZR VLGHV WR LW KHUH 'LG

WKHU PIZGMKROWEUHEYDIWLQJI DQG WKH SXWWL(Q

DYROYHG ISP WWLFXODU EURFKXUH"

FDXVH wKHRERVE R/ RIRW

KDG ARXAWRz 'R \RX NQRZ LI \RXU SUHGHFHVYV

ZLWK $RX \BRAMANQRZ WKDW LQIRUPDWLRQ

VWKHEFKRGWRI L@ (WKLY LV QRW VRPHWKLQJ

'H

X

Lv wEkpw2NPV p6R ZKHQ \RX VD\ XVH , ZLOO KD

KH spbuwoNBvVHRE VIRBH RI WKHVH DW WKH IDF
Ubp wih sWHRWH \RX

3DJH

HV
DPUH

VvV L)
oL R
KDV

EU

\R X

R U

R X

HWKDW LR RQMIWR OV SDUW RI WKH %LREDQN RSH

YH
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$ 6R VRPHWLPHV ZKDW KDSSHQV LV WKDW [DQG , GRQWDN®BRREIDQN EURFKXUH WKH LQIRUPDWIRQ
WKLV LV WKH ULJKW RQH EXW ZH REYLRXVD\ GR SURPRAXK DWKH DW OHDVW DV Rl WKH WLPH WK|DW
%LREDQN DW :D\QH 6WDWH 8QLYHUVLW\ IRU RXU UHVEDRFKXWY DR)XOG \RX DIJUHH"
VR , YH DWWHQGHG GLIIHUHQW DQ\ WLPH|WKDW$ZH KD LIVFRKRWIHF W
SDUW RI P\ MRE LV WR SURPRWH WKH %LREDQN IRU UHVGIMUBKW )DLU HQRXJK /DVWO\ KHUH |EHI
SXUSRVHV WR WKH UHVHDUFKHUV VR , YH XVHG VRP&RPISWOHQW WKLV RQH ULJKW KHUH
SDPSKOHWY WKDW KDYH DOUHDG\ EHHQ FUHDWHG , XVH WKRS$RWIKMIQRQ ([KLELW / PDUNHG
ZH GR ZKDW ZH FDOO QHZ IDFXOW\ RULHQWDWLR®@ VRR WRXWKNRBHOHGJH WKHVH DUH , P SUHVH
WKDW LQIRUPDWLRQ DORQJ ZLWK VRPH RWKHU SURPRMH® DA MNEHDV ([KLELW / 7KHVH DUH Y[pUL
VWXII JRW DV SDUW RI DQRWKHU ODZVXLW , KDY|H JF
4 2ND\ 6WDWH P\VHOI DQG P\ ZLIH
6R WKH %LREDQN LV SURPRWHG IRU UHVHDUFK SXUSRRXWFRUMIGDMH WKHUH IRU D PLQXWH , YHH
\RX NQRZ VR WKDW QHZ IDFXOW\ NQRZ WKDW ZH GR ROWYEH ZDQ R, WKRXJKW  WKH ILUVW WKIQJ
\RX NQRZ RI XVLQJ EORRG VSRWV IRU UHVHDUFK *RG GLG , KDYH ,6 EHHQ FKDUJHG IRU VRPHYV
4 2ND\ , ZDQW WR JHW WKDW ]JRRPHG LQ KHUH , ZDQW RZRDERXIV" 0\ KHDUW MXVW OLWHUDO®\ G
\RXU DWWHQWLRQ LI \RX FDQ PDNH VXUH \RX FDQ MHMHO 2FDWKKHOO \RX , P QRW FKDUJLQJ |RX
ERWWRP OHIW KDQG FRUQHU RQ \RXU VFUHHQ ZKHUHVKP WLIUKDWERHYHU VR DQ\ZD\ WKHVH DUYH G
WKH &HUWLILFDWH Rl &RQILGHQWLDOLW\ UHVSRQVH WR WKH RWKHU FDVH LQ ZKLFK|, D!
$ 2ND\ ODZ HQIRUFHPHQW KDG DFFHVV WR WKH V[pPs
4 'R \RX VHH WKDW WKHUH" $  2ND\
$ <HS 4 7KHVH DUH VRPH RI WKH GRFXPHQWY DG ,
4 2ND\ 'RHV WKDW GRHV WKH &HUWLILFDWH RI &RQIR)GMXDPMD @2HWH SURYLGHG LQ UHVSRQVH WR
PHDQ DQ\WKLQJ WR \RX UHJDUGLQJ WKH RSHUDWLRQRRIKWKHF BV REDQN"
$ 1R $  2ND\
4 $00 ULJKW 7KDW V QRW VRPHWKLQJ WKDW \RX AQRR DER XV MRIMW]H DQ\ RI WKHVH GRFXPHQWV |
3DJH 3DJH
ZDV HLWKHU VRXJKW RU SHWLWLRQHG IRU ¥XQGHU \RX\R G KIDHF WR UVHD " Z L WK "
$ 1R $ <HDK , UHPHPEHU HLWKHU P\VHOI RU P\ P[pQD
4  $00 ULJKW 2ND\ 7ZR PRUH KHUH , ZDQW WR ]RRRIRWW LKHUWKLY RU VRPHWKLQJ OLNH WKLV |ZKH
"HSRVLWLRQ ([KLELW 2 PDUNHG +H PD\ KDYH JRWWHQ VHUYHG ZLWK VRPHW[KLQ
4 7KLV LV D GRFXPHQW WKDW , ZLOO UHSUHVHQW WIKDWNWVHG WR EH RQ
\RXU ROG ZHEVLWH , P QRW VXUH LI LW PD|GH WKH WUGRWHMAHREHY WKLY ,W ZDV SUREDEO\ DW W
WKH WLPH IURP WKH XSGDWH 'R \RX UHFRJIQL]H WKLW'UVW VWDUWHG EHFDXVH ZKDW V WKLV
$ , GR 4 7KH\ EORFNHG WKH GDWH , GRQ W NQRZ | 7K1
4  $00 ULJKW ,V WKLV RQH RI \RXU EURFKXUHV" ¢ <HDK , UHPHPEHU EHLQJ VHUYHG RU KH JAW V
$ LWV RQH RI P\ EURFKXUHV FRUUHFW 4 2ND\ 'R \RX UHFDOO ZKHWKHU RU QRW WHH V
4  $00 ULJKW :DV WKLV VRPHWKLQJ \RX FUHDWHG RU REGWHWBWRKXH GRFXPHQW ZDV DQG , ZRXPG |
$ , PDGH PRGLILFDWLRQV WR LW ZKHQ , FDPH RQERDUG/EESRMNQI® WRPHRPH VRUW WKDW WKRVH KD
Rl WKH LQIRUPDWLRQ PD\ KDYH FKDQJHG SURYLGHG LQ UHVSRQVH WR WKRVH WKDW O
4 2ND\ &DQ \RX WHOO $ , ZRXOGQ W NQRZ WKDW LQIRUPDWLRQ EHFDX\
$ 0\ PDUNHWLQJ GHSDUWPHQW , KDYH D PDUNHWLQJ BKSWD SWBWQWXODU GRFXPHQW ZDV UHIHUUHG |
WKDW GRHV DOO RI RXU EURFKXUHV DQG WKLQJV 4 2ND\ 'R \RX UHPHPEHU DW DOO ZKHWKHU [WKF
4 2ND\ )DLU HQRXJK $QG DJDLQ , GRQ W NQRZ LI , VDODBSIOMYV LQ UHVSRQVH WR D VXESRHQD"
EXW WKLV LV ([KLELW 2 IRU SXUSRVHV RI WKLV GHSRV,LIWROR®MGQ W EH DEOH WR JLYH \RX WKDW LQIRL
/JRRNLQJ DW LI \RX FDQ ORRN WRZDUG WKH WRS ULJZRKBBQGN HYHQ NQRZ ZKR LW ZDV VR ZH JHW
VLGH , P ORRNLQJ DW WKRVH FDUWV WKDW SLFWXUHVURBHKMW RPKWEKHP WR SXOO VRPHWKLQJ VR|, ZR
$ <HS NQRZ LI WKDW QXPEHU ZDV DVVRFLDWHG Z|L WK
4 ,V WKDW WKH FDUWV Rl KRZ WKH EORRG VDPSOHWDUBRNDNVRWBRG"GRQ W ZDQW WR SXW ZRUGV LQ[\RX
$ 7KDW LV FRUUHFW \RX ZRXOG KDYH JRW LI WKHUH ZRXOG KIpYH
4 $QG DJDLQ LW V XS WR \RX LI \RX ZDQW WR WDNH D PKOHQEWDWRH IRU H[DPSOH OLNH IRU H[DPHOH
UHDG WKLV KHUH EXW EDVHG RQ WKDW \RX|DFNQRZORIGHHGKWKBW QVKLRQW RI \RX RQ WKH VFUHHQ
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([KLELW / DQG VRPHRQH LV EHLQJ FKDUJHG
LW ZDV VXESRHQD GLUHFWHG WR WKH '"HSD
OHQWDO +HDOWK 6WDWH 3XEOLF +HDOWK
+DUU\ +DZNLQV , WKH\ KDG JRWWHQ WKD
SURYLGH WKDW WR WKH FRXUW WKLV ZRX
UHTXHVW WR \RXU RIILFH WR SXOO OLNH D
KDYH EHHQ"
<HV
$00 ULJKW $QG \RX GRQ W NQRZ DQ\ ILU
DFWXDOO\ UHFHLYLQJ D VXESRHQD \RXUVH
1R %XW ZH YH OLNH , VDLG , P QRW VX
, UHPHPEHU RQH VXESRHQD VLQFH , YH EH
GRQ W NQRZ LI LW ZDV IRU WKLV SHUVRQ E
EHLQJ VHUYHG ,W PD\ KDYH EHHQ LW PD
IRU WKLV FDVH VR , GRQ W , GRQ W NQR
2ND\ %XW \RX FDQ W
,Q DQ\ FDVH LI, KDG JRWWHQ D GRFXPHQ
KDYH LPPHGLDWHO\ ZHQW WR WKH 6WDWH
2ND\ )DLU HQRXJK $QG \RX GRQ W NQRZ
QRZ ZKHWKHU RU QRW WKHVH VXESRHQDV
RWKHUZLVH IXOILOOHG FRUUHFW"
1R
2ND\ /HW PH MXVW FKHFN , YH JRW RQH
ZLWK WKH H[KLELWYV /HW PH MXVW ORRN
PH PD\ KDYH DVNHG WKLV P JRLQJ WK

s )

3DJH

ZLWK RSHRKIDXW GHE RQGHFW
UWPHQ@W R$@BPBKDKW\
DE /DGVLQIHFRURRQ LV RQ &DVV DQG % XUURXJ
D QG AW K H§ QX H R KGGW B
DG KDYH M¥MWEBDQ®N PRX YH QHYHU REWDLQHG R
Q\ RWKHU ZBpTXHYYWRY¥R® D MXGJH WR EH DEOH
VDPSOHV WUXH"
$ 7UXH
WKDQ@ NQRG@OHGUHKRN
ol 05 (//,621 , WKLQN WKDW V L
UH 'H YH DBWRWRQL]H ,W WRRN D OLWWOH ORQ
HQ WKHUH RQHDDP\LRLQFHUHO\ DSSUHFLDWH LW
XW , GR UQRMWPEHHY XQSOHDVDQW H[SHULHQFH IR
\ KDYH EHRMQ PAWMMXR GO\ LWK WKDW , P JRLQJ
4 OU .HQQHG\ DQG LI KH V JRW DQ\ TXH
PLIJKW KDYH VRPH TXHVWLRQV WRR IH
V. OLNH WKDBESIWHERPWH \RXU WLPH WRGD\
RI OLFKLJDQ 7+( :,71(66 $00 ULJKW
VLWWLQJ KHUH ULIIKW(//,621 7KDQN \RX
RU OHJDO GHPDQGU5ZHYHI('< 'U <DQFH\ , MXVW
PDNH D FRXSOH WKLQJV FOHDU IRU W
(;$0,1%7,21

7KDQ

PRUH %< ROSRQHA1('<
LIKW KHUHKHBUWRXHHW D UHTXHVW IURP WKH
URXJK WKWDPSOHV EORRG VSRWVYV WKH\ JLYH

3DJH

DV SDUW RI \RXU UHVE

2)

KH

RX

&RPSODLQW , MXVW KDYH D FRXSOH
WKDW , ILOHG RQ WKLYV MXVW ZDQV
RQ WKDW DQG \RX PD\ KDYH DQVZHUH
DVNLQJ \RX DJDLQ I, QR VWULNH

QR \RX YH DQVZHUHG WKDW , ZDV,|
WKDW VR 'RHV WKH %LREDQN KDYH
SURYLGLQJ EORRG VDPSOHV RU EORR

XQLYHUVLW\ UHVHDUFKHUV YHUVXV IRU SURILWOORWRDQIHFRUUHFW"

1R

, YH QRWLFHG DQG GRQ W KDYH L
EXW WKH 6WDWH SURYLGHG PH D OLV
IRU H[DPSOH , VHH FRPSDQLHYV OLNH
86%$ $VWRULD 3DFLILF $GYDQFHG /LT
VXUDJHOQ OLNH IRU H[DPSOH \RX
VDPSOHV WR WKHP IRU H[DPSOH

8K KXK DIILUPDWLYH

7KHVH DUH DOO IRU SURILW FRPSDQL
7TKHUH V QR WR \RXU NQRZOHGJH W
FRQFHUQ DERXW SURYLGLQJ VDPSOH
, GRQ W JHW LQYROYHG LQ WKDW LQI
$00 ULJKW )DLU HQRXJK $00 ULJK
VRXQG VLOO\ 7KLV LV JRLQJ WR VRX
7KH EORRG VDPSOHV DUH VWRUHG DW
FRQWUROOHG DUHD ZLWKLQ D IDFLOL
8QLYHUVLW\ NQRZQ DV 7HFK7RZQ FR

i

3DJH

RI QRWH\W RQCP\ RRRPEDBW QW

V WR BVN DKPRX S/OFRTMXHMWLRQV

G LW R MKAH\LER@WLM XYW DVN WR SXOO UD
WKDW <&RXUWUHPWVZHUHG

MXVWA  \&K YQ RQMZRIUW&H K\SRWKHWLFDOV
DQ\ SROLALHYKDEKRXMMLQJ SXOO WHQ VDPSOH
G VSRWV @/RPEXHEVLFRRRUWKRVH VDPSOHV WR S

$ 7KDW V FRUUHFW
W RQ WKHS$OFW WHQKW.JKWD\RZ, MXVW ZDQWHG
W RI UHVHDUFK $9BRMHAEWY DQIGDYH QRWKLQJ
IXPLQH[ FHWIRP ICFR/H\E K
XLG /RIJLF $VXUDSBHQ(9,% , GR QRW
JX\V SURYLGHG 7+( :,71(66 KR LV 0U
, PLVWHG WKDW HDUOLHU DQG
, OHDYH
HV , YH GLVFRYHWBHG(RIY'WKDW V IURP WKH $W
KHUH V QRIEBRKLELWLRQ RU
WR D IRU SURILW (FRPSO@\" 2ND\
RUPDWLRQ 05 (//,621 7KH MRNH ZRXOG
W 6R WKWKHVHRLQR WROR EHKLQG KLV KHD
QG OLNH RDVLIOID\ BRNXYMMLREDYH QR IXUWKHU
D WHPSHUDWWUGRZQMLMWAFHELWIDLQ 'U <DQ
W\ QHDU \RVQH WWBDRVMW RGD\ DQG , DSSUHFLDW
JUHFW" FRQFOXGHV WKH GHSRVLWLRQ JRLQ

/HYLQ
, ZDQ

3DJH
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$WN, QV
$DURQ
DELOLW\

DEOH

DEVROXWHQ
DFDGHPLF

DFFHSW
DFFHVYV

DFFRXQW
DFFXUDWH
DFFXUDWHO

DFNQRZOHG
DFNQRZOHG

DFNQRZOHG
DFW
DFWLQJ

DFWLRQV
DFWLYLWLH
DFWRU
DFWV
DFWXDO

$'$0

DGG
DGGHG
DGGLQJ
DGGLWLRQ
DGMXVW
DGPLQLVWU
DGPLQLVWU

$GYDQFHG
DGYLVRU\

R Q

DITLOLDWLR
DIILUP
DITLUPDWLY

DIJHQGDYV
DJR
DJUHH

\
DJUHHLQJ

DKHDG

DKROG
DO
DOOHJDWLR
DOORZ
DOORZV
DPELHQW
\DPRXQW
JAPRXQWV
JRRG RU
$QQ
HJPQYZHU

DQVZHUHG
v

DQVZHUV
$QWRQLR

DQ\ERG\
DQ\PRUH

DQ\WLPH
DQ\ZD\

DRG RQRILIH
DIPCYHP$1& (6

DIJUHHPHQW

DSSHDUV
DSSOLHV
DSSO\
DSSRLQWLQ

ODSSRLQWPH
DSSRLQWYV

HDSSUHFLDW

DSSURYDO

DSSURYDOV
DSSURYHG

DSSURYLQJ
DSSUR[LPDW

$SULO

QMJERU
DUHD

DUHDV
DUJXPHQW
DUUDQJHPH

DUWLFXODW
DVFHQVLRQ

DVFHUWDLQ
DVLGH
DVNHG

DVNLQJ

DVSHFW

DVVHUWLRQ
DVVHWYV
DVVLJIQ
DVVLJQHG
DVVRFLDWH

DVVRFLDWH

DVVRFLDWL
DVVXPH

J
QDW V XPHG

HDVVXPLQJ

$VWRULD
$VXUDJHQ
$SWNLQVRQ

DWWDFKHG
DWWHPSW
DWWHQG
DWWHQGHG
DWWHQWLR
DWWRUQH\

HO\

DWWRUQH\ |
DXWKRULW\

DXWKRUL]D
DXWKRULI]H(

DXWKRULI]H
QWY DLODELO
HYDLODEOH

DYHUDJH
DZDUH
HG

%

%

EDE\ V
EDFN

EDFNJURXQ
G

EDFNORJ
EDG

RBDJ
EDO
EDQ

EDU
EDV

EDV

DEDV
EHD

EHO

VLR Q

N

D

L WM O
EHO

ELJ

ELR

% LR

U/

%DQG $LGV

EHJLQQLQJ

FEHKQW I

EHVW
EHWWHU

ELOO
ELOOLQJ

DQFH

N

HG

LFDOO\

LV
U

LHYH

RQJHG
RQJV

EDQN
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EXOOHWYV FKDUDFWHU|LNRVA_HFWY
EXQFK
%XUURXJKV| FKDUDFWHUIL]DWLRQ
EXVLQHVYVY UHODWHG FRPLQJ
FKDUJH FRPPDQG
E X\ FRPPLWWHH|V
FRPPXQLFDWH
& FRPPXQLFDWLRQV
&
FDOO FKDUJHG FRPPXQLWLHYV
FKDUJHV FRPPXQLW\
EOXLVK SXU|SOH
ERDUG FDOOHG FRPSDQLHYV
FKDUJLQJ
FKHFN FRPSDQ\
FDOOLQJ
FKHFENYV FRPSHQVDW|LRQ
FDOOV FKLOG FRPSODLQW
FDSDELOLW FKLOG V FRPSOHWH
FRPSOHWHG
FDSDFLW\ FKLOGUHQ FRPSOHWHO\
FRPSOLFDWHG
%WLREDQN V FKLOGUHQ M FRPSRQHQW|V
WLR7UXVW FDUERQ FKRVH
ELUWK FDUG &KULV FRPSXWHU
FDUGYV &KULVWRSKHU
ELW ERDUGYV FLUFOLQJ FRQFHSW
ERGLHYV FDUH FODLPV
FDUHIXOO\ FODULI\ FRQFHUQ
ERRN &DUULH FRQFHUQV
ERUQ FOHDU FRQFHUW
EODFN
EODK ERVV FDUWYV FRQFOXGHG
ERWWRP FDVH FRQFOXGHYV
EODPH WRXOHYDUG FRQFOXVLRQ®
EODQN ERJ[ FOLFN &RQIHUHQFH
EORFNHG FOLHQW
EORFNYV ER[HV FORVH FRQILGHQWLDOLW\
EORRG EULJKW &DVV FRGH
EULQJV FDWDORJ FRGHYV FRQILUP
EURFKXUH & (5 FROODERUDWIRRXQLUPHG
FHUWDLQ FROODERUDWIRIQMHFWYV
&HUWLILFDWHROODERUDMWIRIVHQV XV
%WURFKXUH & XBWMNQW HG FROOHFW FRQVHQW
FHWHUD
EURFKXUHV| FKDLUPDQ FRPH
EURNHU FKDLUSHUVRQ
FKDQFH
EURXJKW FKDQJH
EXLOGLQJ FKDQJHG
EXOOHW
3DJH
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FRQVLGHUL
FRQVLVW
FRQVWDQW
FRQWDFW

FRQWDFWLQ

FRQWDLQHG
FRQWHQW
&217(176
FRQWHVWH(
FRQWH[W
FRQWLQXH
FRQWUDFWH
FRQWUDU\
FRQWULEXW
FRQWULEXW
FRQWURO
FRQWUROOH

FRQYHUVDW,
FRQYHUVDW,
FRROHU

FRROHUV
FRRUGLQDW,
FRRUGLQDW,

FRSLHG
FRS\

FRUQHU
FRUSRUDWL

FRUUHFW

D J

FRUUHODWH
JFRVW
FRVWYV

FRXQVHO
FRXQVHO V
b FRXSOH

GERXUVH

HFRXUW
LRQV

G
FRYHU
LRRYHULQJ
LIRFOYWH U V
&29,"
FUHDWHG

RARULVLV
RAXW LRV
FXUUHQW

RQ
FXUUHQWO\

FXVWRPHU
FXW

'DKDQ
GDLO\
'$1,(/
'DQLHOV
GDWD

GDWDEDVH
GDWH

GD\

GD\ WR GD\
GD\V

GHDG
GHDO
GHDOLQJ
GHFLGH

GHFLGHG
GHFLVLRQ

GHFLVLRQ P

GHFLVLRQYV

'HIHQGD QW
'"HIHQGD QW \
GHILQLWHO
GHPDQG
GHPDQGYV

GHQ\
GHSDUWPHQ

GHSHQGYV
GHSLFW
GHSRVLWLR

GHSRVLWLR

GHSRVLWRU

GHSRVLWYV

GHVFULELQ]
GHVFULSWL
GHVWUR\
GHVWUR\HG
GHVWUXFWLU
GHWDLO
GHWDLOV
GHWHUPLQH

'++6

DNBUYRVWLF
GLDJUDP
GLITHUHQW

GLJLW
GLUHFW
GLUHFWHG
GLUHFWLRQ
GLUHFWLYH
w
GLUHFWO\

GLUHFWRU

Q

GLUHFWRUV

QV
\GLUHFWRUV

GLUHFWYV
GLVFORVHG

GLVFRYHU\
RQ

GLVFUHWLR
GLVFEFXVVHG
GLVFEFXVVLQ]J
GLVFXVVLR(

RQ

GLVFXVVLR(
GLVSHUVH
GLVVHQW
GLVWDQFH
GLVWLQJXL
GLVWULEXW
'LVWULFW
GLYLVLRQ
GRFWRU

GRFWRUDWH
GRFXPHQW

GRFXPHQWD

GRFXPHQWYV

'REXPHQWYV
GRLQJ

GROODUYV
'RPLQR V
GRQDWH
GRQDWHG
GRQRU
GRZQZDUG
U

KEBDIWLQJ

GUuDZz
'"ULYH

KHV
LRQ

WLRQ

SBUHYL

GHVFULEH GLVFRYHUHGGURSSHG
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G U\ HW IDFLDO ILQLVK IXOILOO
G XH HYDOXDWLR[QWFLOLWDWH IXOILOOHG
GXWLHV HYHQWXDOQ\AIDFLOLWLHM )LUP
IDFLOLW\ ILUVW IXOO WLPH
( HYHU\ERG\ IXQG
( IXQGLQJ
HDUOLHU HYHU\GD\
H[DFWO\ ILUVWKDQG | IXUWKHU
(IDPLQDWLR|Q LW IXUWKHUPRUYH
ILYH )XW XU H
(DVWHUQ H[DPSOH
(G IDFW YOLQW *
HGXFDWH 1O\LQJ *
HGXFDWHG IDFXOW\ IRFXV JHDUV
HGXFDWLRQ IDLU IRONV JHQHUDO
HGXFDWLRQDO IROORZ
HITHFWXDWH IROORZ XSV
(JIDQ IROORZLQJ | *HQHUDO V
HLIJKW H[DPSOHV JHQHUDOO\
HLIJKW GLJLWH[FXVH IRRW *HQRPLFV
H[HFXWHG IRU SURILW | JHWWLQJ
HLWKHU H[KLELW
IRUHYHU
HODERUDWH IRUJLYH JLYH
(OHFWURQLF
HOLJLEO\
(OOLVRQ IDPLOLDU IRUP
JDQWDVWLF JLYHQ
(OOLVRQ V | H[KLELWYV IDU IRUPDO
HOVH V IRUPV JLYLQJ
HPDLO H[SHQVHV YDUPV
IHDVLEOH
H[SHULHQFH IHGHUDO JODG
IHH JR
HPDLOHG H[SHUWLVH [ IHHO IRUPXODWHG
HPDLOV H[SODLQ IHHV IRUWK
ILHOG
(02 H[SODLQHG [ ILIKW IRUWKULJKWQHVYV
HPSOR\HG H[SODLQLQJ ILIXUH
H[SODQDWLR@Q OH IRUZDUG
HPSOR\HH H[SORUH
H[SRVHG ILOHG IRUZDUGHG
HPSOR\HHV | HIWHQVLRQ| ILOOHG IRXQG
HQIRUFHPHQW[WHQW ILQDQFH IRXQGDWLR®Q
HQWLWLHV ILQDQFLDO | IRXU *RG
HI[WUDFWHG| ILQDQFLDOQ\ JRHV
HQWLW\ ILQDQFLDOM JUDQN
HTXLSPHQW ) ILQG lUHH
HVWDEOLVK|) ILQGV IUHH]HU
HVWDEOLVKHG ILQH IURQW JRLQJ
HVWDWH ) $ ILQHU IUXLWLRQ
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+ LQLWLDOV .DQXV]JHZVNL
KD LQSXW
KDOI KXPLGLW\ LQVXOW NHHS
KDOR KXPRU LQWHJULW\
KDQG KXQGUHGYV LQWHUDFW .HQQHG\
KDQGOHG
K\SRWKHWLFDO
KDQGV LOQWHUDFWLQJ
+DQHYV K\SRWKHWLFDQ@WHUDFWLRQ
KDSSHQ LOWHUQHW [ NLG V
K\SRWKHWLFDOQWHUUXSW NLGV
KDSSHQLQJ LOQYLWHG NLQG
KDSSHQV : LQYRLFH
L H
! LQYROYHG
LGHD
JRRG KDSSLO\
KDUG
JRRGQHVV +DUU\ LGHQWLILDHBOH
*RWFKD LGHQWLILHG NLQGYV
JRWWHDQ +DZNLQV
LGHQWLI\ NQHZ
*RYHUQDQFHKHGED/G LQYROYHPHPMQRZ
KHDOWK
JRYHUQPHQW LPDJLQH , 5%
*UDQG LPPHGLDWHDPDLAVVXH
JUDQW LPSRUWDQW LVVXHV
LQFOXGHG
JUDSKLF KHDOWKFDUH. QFOXGHYV -
KHDUG LQFOXGLQJ]| -DQLFH
JUHDW LQGHSHQGH|QWUHP\
JXHVV
KHDUVD\ LQGH] MRE
KHDUW LQGLFDWHG
KHOG LQGLUHFW
KHOS LQGLVFHUQLEOH
-2+1
+HPORFN LQGLYLGXDOMRLQW
+H\ MRNH
KLJK LQGLYLGXDOQV
JXHVVLQJ KLQWHG MXGJH
JXLGDQFH KLUH ,QIRJUDSKLF
*XWKULH KLVWRU\ LQIRUPDWLRAQ
JX\ V +LW -XOLDQ
JX\V KRQHVW - X0\
MXPS
KRSH MXPSHG
KRSLQJ MXPSLQJ
KRUQV
JX\V KRWO\
KRXVHG
+ +XPDQ LQLWLDO
3DJH
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ORRNLQJ PRYH
PRYHG
068
PXUGHU
OHWWHU ORRNYV 1
OHYHO PHDQLQJ QDPH
NQRZLQJ ORW PHDQV
NQRZOHGJH
/IHYLQ ORYHO\ PHGLFDO QDPHG
IXPLQH] PHHW QDPHYV
/IHYLQ V /I\RQ &DOOR| PHHWLQJ
NQRZQ OLDELOLW\ QDWXUH
.UDXV OLDLVRQ PHHWLQJV
OLIH QHDU
/ OLJKW 0 PHPEHU QHFHVVDULOD\
/ OLQH 0 PHPEHUYV
ODE /ILTXLG QHHG
OLVW OHQWDO
PDLOV PHQWLRQHG
PDLQWDLQ
ODJ OLVWLQJ QHHGHG
/IDQJER OLWHUDOO\| PDNHUYV PHUHO\
/DQVLQJ OLWHUDWXUHDNLQJ OLFKLJDQ 1HRQDWDO
/ID3RUWH OLWWOH 1IHWZRUN
/ID3RUWH V PDQDJH QHYHU
/IDVWO\
ODZz PDQDJHPHQW
ODZVXLW PDQDJHU QHYHUWKHJHVV
ODZ\HU QHZ
OD\ PDQDJLQJ
OHDG
OHDGHUVKLESOLYH PDUNHG PLOOLRQ QHZERUQ
OHDUQ IOR\G
ORFDWH PLQG
OHDUQHG IRJLF QLFNQDPHG
ORJLVWLFDO® PLQXWH QLQH
OHDYH ORJLVWLFV PLQXWHYV QRPLQDWH
1(( ORQJ PLVVHG QRQ UHIULJHUDWHGC
OHIW ORQJ WHUP| PDUNHWLQJ| PLVWDNHQ
ORQJ ZLQGH®DWFKHYV PRGLILFDWYURRQ UHVHDWFKHUYV
OHIW KDQG ORQJHU PDWHULDO PRPHQW
OHIWRYHU QRQ VFLHQWLILF
OHIWRYHUYV PDWWHU PRQH\ QRQ YRWLQYJ
OHJDO ORRN PDWWHUYV QRQSURILW
0'++6
PHDQ PRQWKYV
OHJDOO\ PRUQLQJ QRQVSHFLILF
OHW V PRXVH 1RSH
PRXWK QRUPDO
3DJH
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QRUPDOO\ SHWLWLRQHG
QRWH RSHUDWLRQ|V SK
QRWHYV 3KLO
QRWLFHG 3KLO V
1RYHPEHU 3+,/,3
QXPEHU 3KLOOLS
SKRWRJUDSKYV
RSLQLRQ SDUW WLPH]| SK\VLFDO
SDUWLFLSDWH
RSSRUWXQL[W\
RSSRVHG SDUWLFLSDWSIKAVLFDOO\
RSWLRQ SDUWLFLSDWESRWLRORJLFDO
SDUWLFXODUSLFNV
QXPEHUYV RUDO SLFWXUH
RUGHU
SLFWXUHYV
QXPHULFDO RUJDQL]IDWURQ@DO SLHFH
2 RUJDQL]IH SDUWLFXODUO\
2 RULHQWDWLUYR@®UWQHUV
REMHFW RULJLQDOO SLHFHV
REMHFWLRQ 2WWDZD SDUWQHUVKILE, 1*
RXWOLQH SODFH
REMHFWLRQ|V 2XWVLGH SDUwWYV 30DLQWLIIV
REOLJDWLR RYHUDOO SDVVHG
REWDLQ SDWLHQW SODQ
REWDLQHG RYHUVHH SD\ SOD\
RZQHG SD\PHQW 3/&
RZQHUYV SOHDVH
RZQV 3&
REYLRXVO\ 3HDU
SHRSOH SOXV
RFFXUV ROG 3 32
2FWREHU S P SHUFHQW SRLQW
RITKDQG ROGHU 3 SHUFHQWDJH
RIILFH 3 SHUIHFWO\
RQERDUG 3 SHUIRUPDQHRKH
RIILFLDO RQFH 3 SRLQWYV
RIILFLDOV 3DFLILF SHULRG SROLFLHYV
RQHV SDFNDJH SHUVRQ SRUWLRQ
RIITVLWH SDJH SRUWLRQV
R K RQJRLQJ SRVLWLRQ
RQVLWH SDLG
RND\ RSHQ 3DP SRVVLEO\
SDPSKOHWYV SRVW
RSHUDWH SDQWYV SRVWH[WUDFWLRQ
SDSHU
SDUHQW SHUVRQ V SRWHQWLDA(
RSHUDWHYV SHUVRQDO
RSHUDWLRQ SDUHQWYV SRWHQWLDQO\
SHUVRQQHO
SHUVSHFWLIYSUDFWLFH
RSHUDWLRQ|DSDUW SUH
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SUHGHFHVYV

SUHIDFH
SUHVHQW

SUHVHQWHG
SUHVHQWLQ

SUHVLGHQW,

SUHWHQG

SUHWW\

SULFH
SULFHV

SULFLQJ
SULPDULO\

SULPDU\

SULQWRXW
SULQWRXWV
SULRU

SULYDWH
SULYLOHJIH
SUREDEO\

SUREOHP
SURFHGXUH
SURFHVYV

SURFHVVHYV
SURFHVVLQ]
SURGXFH

SURIHVVRU
SURJUDP

ROURKLELWLH
SURMHFW
SURMHFWYV

SURPRWH
SURPRWHG
JSURPRWLRQ
SURSHU
SURSHUO\
SURSRVHG
SURWHFWH(
SURYLGH

SURYLGHG

SURYLGHU
SURYLGHYV
SURYLGLQJ

SXEOLF

SX0OO0

SXOOHG
SXO00LQJ
SXQFK

SXQFKHYV

SXUSRVH

SXUSRVHV

SXUVXDQW
SXUYLHZ
SXW

R Q
SXWWLQJ

4

TXHVWLRQ
DO

TXHVWLRQV

TXLFN

5
UDQGRP
5DQNLQHQ
UDWHV
UHDFK
UHDFKHG
UHDFKLQJ
UHDG
UHDGLO\
UHDG\
UHDO

UHDOO\

UHDVRQ

UHFDOO

UHFHLSW
UHFHLYH
UHFHLYHG
UHFHLYLQJ
UHFRJQL]H

UHFRJQL]LQ
UHFROOHFW
UHFRUG

5(&25"' ("
SHFRUGHU
UHFRUGV
UHGDFW
UHGDFWLQJ
UHGR
UHGRLQJ
UHIHU
UHIHUHQFH

UHIHUHQFH(
UHIHUHQFLQ
UHIHUUHG

UHIHUULQJ
UHIUHVKLQJ
UHIULJHUDW

UHIULJHUDW
UHJDUGLQJ

UHJDUGYV
SHILVWUDW
UHJXODU
UHODWHG

UHODWLRQWV

UHODWLRQV
UHODWLYH
UHPDLQ
UHPHPEHU

UHPRYH
UHPRYHG

UHPRYLQJ
UHQWLQJ
UHQWYV
UHSHDW

UHSODFHPH
UHSRUW

J

LRH)QSRUWHG
UHSRUWHU
UHSRUWLQJ

UHSUHVHQW

UHSUHVHQW

UHSUHVHQW

UHSUHVHQW
UHTXHVW

UHTXHVWHG
UHTXHVWV
H

UHTXLUH
WG TXLUHG
UHVHDUFK

| RQ

KLS
UHVHDUFKH
KLSV

UHVHDUFKH

UHVHDUFKH
UHVHDUFKL
UHVHUYH
UHVLGXDO
UHVLGXDOV
QWHVSHFW
UHVSRQVH

DWLRQ

DWLYH

LQJ
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UROHYV VFKRRO VRIWZDUH
UHVSRQVLELORWPHYV VFLHQFH VHUYH VROHPQO\
VFLHQWLILF VHUYHG 6ROXWLRQV
UHVSRQVLEDPHXQ VRPHERG\
VFLHQWLVW| VHUYLFHYV VRPHERG\ V
UHVW 6 VFUHHQ VRPHRQH V
UHVWDWLQJV X UDJHQP VRPHZKDW
UHWDLQV 6%$%
UHWHVW VDIH VFUHHQLQJ| VHW VRQ
UHWLUH VDNH
UHWXUQ
UHYLHZHG VDODU\ VFUROO VHWWLQJ
UHYLHZLQJ VDPSOH 6 KD K VRQ V
ULJKW VHDUFK
VHDW VKDUH
VHFRQG
VKDULQJ 6RSKLH
VKHHW VRUU\
6KHOE\
VDPSOHYV VHFUHWDU\
VHFWLRQ VRUW
VHFEXULW\ VKHOI
VHH VKRUWFXW
VKRUWKDQGQG
VKRWYV VRXJIKW
VKRZ VRXQG
VRXUFHV
VSHDN
VKRZLQJ
VLGH VSHFLILF
VLGHV
VHHLQJ VLOO\ VSHFLILFDOIO\
VHHQ VLPLODU 6SHUOLQJ
VSOLW
VLPSOH VSRW
VLPSO\
VLQFHUHO\
6DUDK VHOHFW
VHOO VLQJOH
VHQG VLU
VDYY\ VLVWHU V
VD\LQJ VLW VSRWYV
VLWH
ULJKW KDQGA VLWV
5RELWXVVLQVD\V VHQGLQJ VLWWLQJ
VHQGYV VL[
UROH VHQVH VNLSSHG
VHQW VORSH
VORZ
VFDQQLQJ VPDOO
VFDUHG VHSDUDWH VRFLDO
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VXEPLW

VXESRHQD WHOO
VXESRHQDV WKLQNLQJ
VXHG WKLQV
6WDWH V 6 XLWH WKRXJKW
VXSHUYLVRUV
VWDWHPHQWVXSSO\ WHOOLQJ
VXSSRVHG WKRXVDQG
VSUHDGVKHHWWDWHPHQWYV WHOOV WKRXVDQGYV,
VTXDUHYV 67%$7(6 6 XSUHPH WHPSHUDWXUH
VWDNHKROGHWYH SV VXUH WKUHH
VWRUDJH THPSHUDWXUH FRQ
VWDQGDUGWV
VWDUW WHPSHUDWXY WHW HH
WHPSRUDULHWKUHH OD\H
VWDUWHG WHPSRUDU\| WKUHH WLH
WLHU
VXVSHFWHG| WHQ WLPH
VZHDU
VWDUWLQJ VZLWEFK WHQGHU
VWDWH VWRUH VZRUQ WHUPV
VI\PSDWKHWLF
V\VWHP
VWRUHG
7
7$%/( WLPHYV
WDNH WLWOH
WHVWLILHG| WRGD\
VWRUHYV WHVWLPRQ\
VWRULQJ WHVWLQJ
VWUDLJIKW S
6WUHHW WH[W WROG
VWULFWO\ WKDQN WRPRUURZ
WDNHQ WRS
VWULNH WDNHYV 7UDQV
WDON WKLQJ 7UDQV +LW
VWUXFWXUH WDONHG
75$16&5,% ("
WDONLQJ WKLQJV
VWUXFWXUHG WUDQVLWLR
VWXGHQW WUHDW
VWXGHQWYV | WDQJLEOH WULHG
VWXG\ WDVN WUXH
WHDP
WKLQN
WHFKQLFDO|O\ WUXVW
VWXII WHFKQLFLDQV
THFK7RZQ
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WUXWK \HDK
WU\ XQLYHUVLW
ZHEVLWH
WU\LQJ
HGQHVGD\
ZHHNYV
ZHLIKW
XQSOHDVDQW ZHLUG
XQXVXDO ZHQW
WXUQ XSGDWH \HDU
WXUQRYHU XSVHW ZDQWHG THVW
WZLFH 869% ZKDW LI \HDUV
WZR XVH ZKDWVRHYH|U
ZKH\
ZDQWLQJ ZLIH \HS
WZR GLJLW ZDQWYV ZLWQHVYV
WZR ZHHN ZDUHKRXVH \HVWHU\HDU
W\SH ZDUUDQW \RXJUH
XVHV :$55(1 ZRPDQ \RXQJHU
W\SHV XVXDOO\ ZDWHU ZRUG
W\A\SLFDO ZD\ =
W\SLFDOO\ 9 ZRUGV ]LS
Y ]JRRP
8 YDOXHV ZRUN
8 9DQ$QGHO ]JRRPHG
8K KXK ZRUN VWXG
YDULHV
YDULHW\ ZRUNHG
XOWLPDWH ZRUNHU
XOWLPDWHQ\YDULRXYV ZRUNLQJ
ZRUNYV
XQGHUQHDWKHHUHG :D\QH
XQGHUVWDQ®&HUVLRQ ZRUOG
YHUVXV
YLDELOLW\ ZRUU\
YLDEOH ZRXOGQ W
YLFH
9LGHR ZD\V
YLV D YLV ZH OO0 cULJKW
YRWH ZULWH
93 ZURQJ
XQGHUVWDQMQJ ZH UH
ZURQJO\
ZDONLQJ ;
ZDQW
<
<DQFH\
XQGHUWDNH
81,7( FY
XQLYHUVLWLHYV ZH YH
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WAYNE STATE UNIVERSITY (https://wayne.eduy)

AIM HIGHER

Michigan Neonatal Biobank (/).

> Main Menu

About us {{about)

Board of Directors
({about/board)

Collaborators
(/about/collaborators)

Staff (fabout/staff)
Community (/community)
Research (/research)
Resources (/resources}

Contact us (/contact)

A (/) > Aboutus (fabout) > Board of Directors

Board of Directors

Antonio Yancey Scott Jewell, Ph.D. Sonia Hassan, M.D.
Director Van Andel Institute Wayne State University
Michigan Neonatal Biobank Grand Rapids, Michigan Detroit, Michigan

Detroit, Michigan

Ed Goldman Sandip Shah Nigel Paneth, Ph.D.
University of Michigan Michigan Department of Michigan State University
Ann Arbor, Michigan Community Health Lansing, Michigan

Lansing, Michigan

Michigan Neonatal Biobank
440 Burroughs Suite 320

Detroit, Michigan 48202

Phone 313-577-2130

Wayne State University (https:/fwayne.edu/) © 2017
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0S8S00-aNIN il elond
“Michiz ichigan Neonatal Biobank s
Invoice
440 Burroughs
Suite 320 Date Invoice #
Detroit, MI 48202
172112015 100292
C‘-‘-‘_&) 0/' -t
Bill To Ship To . wlepaioioes
vy Brrng
Future Diagnostics Solutions BV Future Diagnostics Solutions BY
Ineke Ahlers-de Boer Ineke Ahlers-de Boer
Nieuwewsg 279 Nieuweweg 279
6603 BN WIICHEN 6603 BN WIICHEN
The Netherlands The Netherlands
P.O. Mo, Terms Ship Date Ship Via FOB Project
12955 Net 30 1/21/2015 Federal Express
Qty ltem Code Description Price Each Amount
40 | Project IBF-505 2 punches cach from 6 profound BIOT cases; and 2 100.00 4,000.00
punches each from 14 partial BIOT cases £3syep
160 | Project [BF-505 2 punches each from 80 Normals (Control Cases) at the 9.00 1 440 00
discounted price of $9.00 each v,
€\ e P
MAKE CHECKS
PAYABLE TO:
Michigan Neonatal
Biobank
440 Burroughs Suite 320
Detroit, M1 48202
1Sp L)'-'_J'(ﬁ/i ﬂf”‘lﬁr
If's been a pleasure workifg With yoal -
b i Total $5,440.00
? Sy -
' Vi o -'0 \-{-
B e e AL _fu =7
. Y —_ h Ly —
a e ~ : i I J, BL )
; i"-&ﬁl i S, db e
; G i
. i ! i ']-:BFt- -—"\JQ‘; 'l N
1 =
2= S 'l S \

DEPOSITION

EXHIBIT
pt BB

9&4é££

PENGAD 800-631-6089
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CHECKING 1XJ
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R/T 500001020
Todag, E Date
£y R1-15
Customer \Iame (Please Print) CASH >
g ﬂ\\n. Hn‘-\(kbk ‘rk/ﬁ(*”f:'[li\-k BIQL’QFZK - > i
‘ TOTAL FROM -
° Sign Here (if cash is received from this deposit) ------ -==s---------q  OTHERSIDE
m x :l SUBTOTAL | 2
=) N13080-CH (fev 0210) 11383356 08111 :
q V¥ Start your account number hére L’GﬁSHBJ\CK '3
el P ; <7 / ¥ ) -
c41 90l 06 toraL $ 448 e

®096 5343303 1250000 40 20

FUTURE DIAGNOSTICS, INC. | 332

PO BOX 652
HINGHAM, MA 02043 §3.13/110 MA
-— = 26788
. /p? 4 /as
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Case 1:18-cv-10472}TLL-PTM ECF No. 32-12 filed 05/29/18 PagelD.571 Abafe 3 of8
. e e Use Only .
e
afee L ome prsre S Porent
rerarch for the Poture — | Dm ’

You should have been given the booklet, “After Newbom Screening”. if not, please ask for it. This
booklet describes the Michigan BioTrust for Health and how dried blood spots (DBS) could be used
for medical research after newbormn screening is complete. Please read this booklet and if you have
any additional questions, you may call the Newbom Screening Program at 1-866-673-9939.

-~ » Participation in the Michigan BioTrust for Health is completely voluntary.

* If | say “yes” now.| may change my mind at any time and ask that my child's DBS
not be used for research by calling 1-866-673-9939.

* When my child is 18 he or she can ask that their DBS not be used for research.
* There is no penalty from not allowing my child's DBS to be used for research.
| voluntarily agree to aliow my child’'s DBS to possibly be used for medical research after

newbom screening is complete. My permission applies to any blood spots obtained
for newborn screening.

472713

Date .
| Dept of Community Health Laboratory Copy

g _ DEPOSITION
;E,i{"/ EXHIBIT
=2

§ Tanrcty X
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- Case 1; -10472-TLL-PTM ECF No. 32-12 filed 05/29/18 PagelD.579‘d'llofgge 2 li
Ffooes Baby Name Use

Affix Label Here if Desired

T Mark Parent Decision, Collect Signature, Return to MDCH

t=Health

Blood spots are stored indefinitely (forever). Blood spots labeled with a code can be used for health
research through the BioTrust. The brochure, Your Baby’s Blood Spots, gives details to help you make
a choice about allowing your baby’s blood spots to be used in health research. Please read this brochure.
If you still have questions, please call the Department of Community Health toll free at: 1-866-673-9939.

No, my baby’s blood spots may

% Yes, my baby's blood spots may
not be used for health research.

be used for health research.

This applies to all biood spots collected
for newbomn screening.

_&&%W J-to-(¥
. - Parent Signatu Date

| MI Dept of Community Health Laboratory Copy

There is no penalty for saying no.

e 0 e -

38371
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SPr RespR/rest (YunRsb:
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still have questions, please call the Michigan Department of Health and Human Services (MDHHS)
mdﬁ'eeat1-866-873-9939
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Your chaice applies to all blood spots colfecied for newbom screening. FPleass visit wwswumichioan. cowbiotrust for fusther information
including research updales. For questions about your ressarch rights or whom fo contact in case of a research-relatsd injury, pleass caf the
MDHHS IRB et 517-241-1928.
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Case 1:18-cv-1047p-TLL-PTM ECF No. 32-12 filed 05/29/18 PagelD.573 AdRgge 5

Baby Name

Use Oniy

Information
[l

(5

You should have been given the bookiet, “After Newbom Screening”. If not, please ask for it. This

' bookiet describes the Michigan BioTrust for Health and how dried blood spots (DBS) could be used

for medical research after newbom screening is complete. Please read this booklet and if you have
any additional questions, you may call the Newborn Screening Program at 1-866-673-9939.

* Participation in the Michigan BioTrust for Health is completely voluntary.

not be used for research by calling 7-866-673-9939.

for newborn screening.

* If | say “yes" now | may change my mind at any time and ask that my child's DBS

 When my child is 18 he or she can ask that their DBS not be used for research.
* There is no penalty from not allowing my child's DBS to be used for research.

| voluntarily agree fo allow my child’s DBS to possibly be used for medical research after
newborn screening is complete. My permission applies to any blood spots obtained

A 7 D lt-z2-((

Péfent Signature 4 ‘ Date
Mi Dept of Community Health Laboratory Copy
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Case 1:18-cv-1047R-TLL-PTM ECF No. 32-12 filed 05/29/18 PagelD.572Ada e 4 oi
Saby Name wiegand [l Lynnette Use/On
oos: 71172013 [N _ —

-
Parent
Daclined
You should have been given the booklet, “After Newbomn Screening”. If not, please ask for it. This
booklet describes the Michigan BioTrust for Health and how dried blood spots (DBS) could be used

for medical research after newbomn screening is complete. Please read this booklet and if you have
any additional questions, you may call the Newborn Screening Program at 7-866-673-9939.

* Participation in the Michigan BioTrust for Health is completely voluntary.

\ * If | say “yes” now | may change my mind at any time and ask that my child’s DBS
not be used for research by calling 1-866-673-9939.

* When my child is 18 he or she can ask that their DBS not be used for research.
» There is no penalty from not allowing my child’s DBS to be used for research.

I voluntarily agree to allow my child’s DBS to possibly be used for medical research after
newborn screening is complete. My permission applies to any blood spots obtained

E]g x&/:ﬁt%m%&@ T193

Parefit Signature Date .
Mi Dept of Community Health Laboratory Copy
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ooy N "Viegand [ ynnette = |
—boB:12242014« I BEEE

[—
po un to MDCH

Blood spots are stored indefinitely (forever). Blood spots labeled with a code can be used for healith
research through the BioTrust. The brochure, Your Baby’s Blood Spots, gives details to help you make
a choice about allowing your baby's blood spots to be used in heatth research. Please read this brochurs,
If you still have questions, please call the Department of Community Health foll free at: 1-866-873-9939.

Use Only

H Yes, my baby’s biood spots may No, my baby's biood spots may

be used for health research. not be used for health research.
This applies to all blood spots collected There is no penalty for saying no.

- -

(AJAH—C_Q Q.85-14 .
Pargpit Signature Date -

MI Dept of Community Health Laboratory Copy
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@sﬂll have questions, please call the Mk:hlgan DeparhnentofHaalm and Human Sewicu (MDHHS)
toll free at 1-&66-673-9939

MDHHS Copy

Your choice applies to all blood spots collectad for newbom screening. Pisase visit wiww.michigan. govbiotnust for further information
including ressarch updafes. For questions about your ressarch rights or whom to contact in case of a ressarch-related injury, ploase call the .

MDHHS IRB at 517-241-1928.
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research for the future

' S , ; g - ' EPOSITION -

EXHIBIT
)

p001612



Case 1:18-cv-10472-TLL-PTM ECF No. 145-8, PagelD.4080

Dear Parents. beiiiag

~ You w1.l1 learn abnu : the chome
to let blood spots from newborn
- screening be used for research.

Newborn Screening (NBS)
- program that screens all

from a baby’s heel. The re
used to fill five spots on a filter

| paper card. These spots are called ”blood spots”_ The ca.rd
. is sent to the state public health labora :

pamphlet, “Michigan Newborn Screening Save
explains newborn screenmg Ask hOSpltal ff OF youss nurse
rmdw:.fe for a copy : :

1. sta i ory in a secure site for

I futire use by parents or a child over the age of 18,

Y if needed. What is left of the remaining four blood
+spots is stored indefinitely in a secure storage fac1l1ty,
chlugan Neonatal Biobank @gmnmﬁh@zg) '

What is the M:ch:gan Bw Trust for Health?

The Michigan BioTrust for Health i 13 a progra.m that oversees
stored blood spots from newborn screening. With your
permission, the Michigan BioTrust for th

stored blood spots to be used for medic:
research. =
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Who overs ,es he‘Mtch- gan_Bonmst

; .arch. Every year over 100,000 babies a.re.bom
in M1c1ugan and undergo newborn screening. If parents
grant permission, these blood spots will also be made

:y;be'c'hosenat R
? n certain factors -
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private. Careful steps are-
taken to do this. Before .
blood spots are sent for
‘storage, they are marked
with a bar code similar to
the kind used on groceries. -
~ Information that coul

yone’s blood spot In
ondiscrimination Act -
ides protectmn at the federal level. To further
I\«Ilchlgan 'oTrust for Health has
b de ality f_rom the United
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e MDCH ! f_;wborh_Screéhing "
-866-673-9939 if you have
this Certificate of

1s about.

tiality.

Certificate of Confidentiality

m It gives the BioTrust the right to refuse a court
subpoena, in any federal, state, or local civil,
criminal, administrative, legislative, or other
p];:]feedings. The BioTrust will exercise that
right.

m It cannot be used to resist a demand for
information from personnel of the U.S.
Government for auditing or evaluation of
federally funded projects or for information
that must be disclosed in order to meet the
requirements of the FDA.

® It does not prevent you or a member of your
family from voluntarily releasing information
about yourself or your involvement in this
research. If you give an insurer, employer, or
other person your written consent to receive
research information, then the researchers
may not use the Certificate to withhold that
information.
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7 "bout my Chtld wzll be

In most casesTe a:cchers w111
be given a smal i
a blood spot withn
 readily identifiable
_information. The -
- researcher will no
know whose bl

~ spot was used..

If a researcher
needs readily -
identifying

“information like a -

~ person’s name or add_ress ! '

contact the person or their parent to ask s

for wrltten .pemussmn ‘before that mformahon is released

ony be allowed afterl '
MDCH IRB determmed

ersc for pernussmn In such a
uld be required to protect the pnvacy

o’ts 15 posted on the

_' A hst of reseaICh-pro]ects sing bl .
vjects will be posted

~MDCH website. Findings Epo
_'_when avmlable at ¥
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ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ASHLEY KANUSZEW

UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN
NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,
Plaintiffs,
\Y} Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al, MAG. PATRICIA T. MORRIS

Defendants.
/
VIDEO CONFERENCE DEPOSITION OF ASHLEY KANUSZEWSKI
Taken by the Defendant MDHHS on the 23rd day of October,

2020, via Zoom, at 3:30 p.m.

APPEARANCES:

For the Plaintiffs: MR. PHILIP LEE ELLISON (P74117)
Outside Legal Counsel PLC
PO Box 107
Hemlock, Michigan 48626
(989) 642-0055

For the Defendant MR. AARON WARREN LEVIN (P81310)
MDHHS: Michigan Department of Attorney General
PO Box 30736
525 Ottawa Street
Lansing, Michigan 48909
(517) 335-7632

For the Defendant MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal Pear Sperling Eggan & Daniels PC
BioBank and Antonio 24 Frank Lloyd Wright Drive, Suite D2000
Yancey: Domino's Farms

Ann Arbor, Michigan 48105

(734) 665-4441
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ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ASHLEY KANUSZEW
1 RECORDED BY: Pam Rankinen, CER 4532 1 Via Zoom Video Conference
Certified Electronic Recorder 2 Friday, October 23, 2020 - 3:35 p.m.
2 Network Reporting Corporation 3 MR. ELLISON: And I'll just jump in here right off
Firm Registration Number 8151 4 the bat and say we consent to the Zoom deposition in this
3 1-800-632-2720 5 case, and we waive any objection as to doing this deposition
g 6 by Zoom.
6 7 MR. LEVIN: Thank you. | was going to ask off the
7 8 top this time so you --
8 9 MR. ELLISON: Oh, there you go. There you go.
9 10 Well, I'll shut up and get out of the way then. Go ahead.
10 11 MR. LEVIN: Not a problem. All right. So my name
11 12 is Aaron Levin. | am Assistant Attorney General. I'm
12 13 representing Director Gordon, Dr. Lyon-Callo, Dr. Shah, and
13 14 Mary Klein in this case. | don't know if you've done a

[
N
[
o

deposition before, but bear with me just for a moment. We
are recording. There will be a transcript, so if we can do
our best not to talk over each other, that makes a clean

=
[e) 0N ]
e
N o

18 18 transcript and keeps everybody happy and not mad at me.
19 19 If you don't know the answer to something or you
20 20 don't remember, those are both perfectly acceptable answers.
21 21 If you need me to reph rase, or anybody who is asking a
22 22 question -- because | think we're all going to ask some --
23 23 that's perfectly fine. Ju st let us know. I'm going to, |
24 24 anticipate, show you a couple exhibits. If you need me to
25 25 zoom in or my screen sharing is not showing that correctly,
Page 2 Page 4
1 TABLE OF CONTENTS 1 let me know. [I'll get that adjusted.
2 PAGE 2 If at any point when somebody is asking a
3 3 uestion, you hear somebody object, in all likelihood you'll
L . q Y y 0Dj Y
Examination by Mr. Levin .. ........... 5, 30, 32 4 ) ) . o
4 Examination by Mr. Kennedy . . .. .......... 14. 30 continue to answer the question, or we'll stop you if it's
Examination by Mr. Ellison . . ............ 22,32 5 one you shouldn't. But there may be some objections, and
5 6 we'll just try not to ta |k over each other and we'll get
(75 7 that all squared away. And if you need a question repeated,
EXHIBIT INDEX PAGE 8 we can do that.
8 9 MS. KANUSZEWSKI: All right.
9 Deposition Exhibit Amarked ............... 8 10 MR. LEVIN: So with that, | am going to dive in
(Residual Newborn Screening Blood Spot Directive) 11 unless you have any preliminary matters. Anybody else?
10 Deposition ExhibitBmarked ............... 9 12 MR. ELLISON: No, go for it.
1 (Consent Forms) 13 REPORTER: Do you solemnly swear or affirm that
12 14 the testimony you're about to give shall be the whole truth?
13 15 MS. KANUSZEWSKI: Yes.

=
S
[y
[«2]

ASHLEY KANUSZEWSKI
having been called by the Defendant MDHHS and sworn:

-
[é)]

[N

by

17 18 EXAMINATION
18 19  BY MR. LEVIN:
19 20 Q Allright. So as it relate s to this lawsuit, it's regarding
20 21 the Department of Health and Human Services retention of
g% 22 residual dried blood spots. What concerns do you have about
23 23 the department retaining those residual dried blood spots?
24 24 A Not fully knowing what's happening with them, and that |
25 25 didn't really know what -- that they were taking them

Page 3 Page 5

2 (Pages 2to 5)



Case 1:18-cv-10472-TLL-PTM ECF No. 148-6, PagelD.4020 Filed 03/8%/21 Page 3 of 18

ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ASHLEY KANUSZEW

1 completely or what it was for exactly. 1 MR. LEVIN: I'm going to share my screen and show

2 Q Prior to this lawsuit, did you do any research about the 2 you what we will mark as Exhibit A.

3 newborn screening program? 3 (Counsel shares document via video)

4 A No 4 (Deposition Exhibit A marked)

5 Q Priorto this lawsuit did you do any research regarding the 5 Q Allright. Can you see that?

6 retention and for possible research uses of the dried blood 6 A Yeah, mostly. It's kind of small.

7 spots? 7 Q Allright. I will -- did that help any?

8 A No. 8 A Yeah. Yeah, I can see.

9 Q Have you done any independent research about either of those 9 Q Allright. If you could just take a moment and review this
10 things after filing the lawsuit? 10 form and let me know when you're done and let me know if you
11 A No. 11 need me to zoom in or zoom out or scroll up or down. Or let
12 Q Do you have any reason to believe that your children's blood 12 me know when you've read it and if you need me to move the
13 spots have been accessed? 13 screen so that you can read it.

14 A Dol have reason to believe they've been accessed? 14 (Witness reviews exhibit)

15 Q Correct. 15 A Okay.

16 A Yes, now. 16 Q Have you ever seen this form before?

17 Q What's that? 17 A No.

18 A 1guess I'm not completely understanding your question. If 18 Q Having had the chance to review it, does it provide the

19 you could repeat, rephrase it. 19 opportunity to have the blood spots destroyed?

20 Q Sure. Sure. 20 MR. ELLISON: Objection; calls for a legal

21 MR. ELLISON: | think -- Aaron, | don't mean to 21 conclusion, but go ahead, Ashley.

22 jump in, but | think she might be thinking blood from the 22 A Canyou repeat your question one more time?

23 heel as opposed to blood from the blood bank. 23 Q Sure. So noting the objection and that that will stand as |

24 MR. LEVI N: Okay. So, I can clarify that. 24 ask it, having reviewed the form, does this form allow you

25 Q Soasitrelates to the stored blood spots post screening -- 25 to direct the Department of Health and Human Services to
Page 6 Page 8

1 so there's the initial screening process and then there is 1 have residual dried blood spots destroyed?

2 storage for research purposes after that first screening. 2 A Itlooks like it.

3 As it relates to those stored blood spots, do you have any 3 Q Are you willing to sign this form?

4 reason to believe -- and I'm going to ask the question the 4 A Idon'tknow. Thatwould be something I'd want to discuss

5 same way, but if that didn't clear it up -- do you have any 5 with an attorney or my husband or --

6 reason to believe that those retained blood spots have been 6 Q Fairenough.

7 accessed or used? 7 MR. LEVIN: That's all I'm going to need on this

8 A Iguessnot, no, | don't know. 8 screen. If you'll bear wi th me just a moment, | am going to

9 Q Do you have any reason to believe those blood spots have 9 share my screen again and show what we'll mark as Exhibit B.
10 been sold? 10 So this is two pages. Each page is a different document. |
11 A No. 11 just marked them together because | thought it would be
12 Q What are you hoping happens to the blood spots at the 12 easier to share them that way.

13 conclusion of this lawsuit? 13 (Co unsel shares document via video)
14 A Thatthey're given back or taken away from anybody who maybe 14 (Deposition Exhibit B marked)
15 shouldn't have them without my permission. 15 Q cCanyou see it?
16 Q Iam going to -- are you aware that at any time you may 16 A VYes.
17 direct the Department of Health and Human Services to 17 Q Andis this one big enough, small enough, or too small?
18 destroy the blood spots? 18 A Yeah, lcanre adit. It'sfine.
19 A No. 19 Q Allright. If you could le t me know when you're done with
20 Q Would the destruction of the blood spots address your 20 the first page, and then | will scroll to the second page.
21 concerns in this case? 21 (Witness reviews exhibit)
22 A Yeah. Aslong as they -- yeah, from everywhere that 22 A Yup.
23 they're -- but | don't know they're supposed to be, you 23 Q Now if you could review the second page, please.
24 know. Yes, | would -- if they were destroyed completely, 24 A Okay.
25 then | guess that would, yes. 25 Q Do you recognize either of these?
Page 7 Page 9

3 (Pages 6t0 9)
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DEPOSITION OF ASHLEY KANUSZEW

1 A No. I mean, | recognize my signature. That's about it. 1 I don't know -- | guess I'm confused at, like you said -- or
2 Q Sothatis your signature on both forms? 2 like Phil said, what exactly you're asking me. Do | know
3 A VYes. 3 anything about this scre  ening program? No. Did I learn a
4 Q Allright. So I've now scrolled back to the first page. 4 little bit about it through this process? Yes.
5 Fair to say that the chec kbox next to, "Yes, my baby's blood 5 Q When was -- so you said you learned a little bit about it.
6 spots may be used for health research" is checked? 6 When was that, to the best of your memory?
7 A VYes. 7 A Inspeaking with my attorney. | don't know when that was
8 Q Now, I'm going to scroll back to the second page. Does that 8 exactly.
9 box in the middle -- towards the bottom of that box in the 9 Q Do you think it was shortly before filing the lawsuit?
10 middle, it says, "I vol untarily agree to allow my child's 10 A Yes.
11 DBS" -- which stands for dried blood spots -- "to possibly 11 Q Thankyou. Was it about that same time you think you
12 be used for medical re search after newborn screening is 12 learned about the retention program and possible research
13 complete. My permission applies to any blood spots obtained 13 uses?
14 for newborn screening"; is that correct? 14 A VYes.
15 A VYes. 15 Q Didyou ever do any research to determine if you could have
16 Q Andis that your signature on this form? 16 the residual dried blood spots destroyed by means other than
17 A VYes. 17 filing a lawsuit?
18 Q Do you have any reason to believe that your children's dried 18 A No.
19 blood spots are being used contrary to the expressed 19 Q Do you know now that there is a method?
20 statements in these two documents? 20 MR. ELLI SON: Objection; calls for a legal
21 A lguessnot,no ,afterlread it now. 21 conclusion. Go ahead, Ashley, you can answer if you can.
22 Q Do you recall if you were ever given an educational pamphlet 22 A Saythat -- repeat it, please.
23 or brochure explaining the newborn screening program? 23 Q To the best of your knowle dge right now, is it possible for
24 A No. 24 you to request that the blood spots be destroyed outside of
25 Q Do you recall if you were ever given an educational pamphlet 25 this lawsuit?
Page 10 Page 12
1 or brochure explaining that retained blood spots may be used 1 MR. ELLISON: Same objection.
2 for medical research? 2 A Idon'tknow.
3 A No. 3 Q SoI'mgoing to re-share my screen again and go back to
4 Q When did you learn about the newborn screening program? 4 Exhibit A.
5 A Notsince this was happeni  ng. | don't remember anything 5 (Counsel shares document via video)
6 about it. | don't -- this -- the dates show the days my 6 So we reviewed this form a few minutes ago; correct?
7 kids were born, so | think that was the first time I'd ever 7 A Yes, uh-huh.
8 heard of it. 8 Q And at that time you indicated that the form appears to
9 Q Aiter that time, did you ever do any independent -- | 9 allow for destruction of the blood spots; correct?
10 already asked that. Strike that. 10 A VYes;yes.
1 MR. ELLISON: TI'll give -- | think she's kind of 11  Q You are aware now that there is a method for you to request
12 confused on your question, so go ahead and dig into it. | 12 destruction of blood spots?
13 don't mind. 13 A Yes;yes.
14 MR. LEVIN: Right. 14 MR. ELLISON: Objection; calls for a legal
15 Q So not withstanding these forms, when do you recall learning 15 conclusion. Go ahead, Ashley, if you can answer.
16 about the newborn screening program? 16 A VYes.
17 A Idon'tever recall learning about it. 17 Q One moment. Sorry.
18 Q Are you familiar with it now? 18 MR. ELLISON: No, take your time. That's fine.
19 A Now that I've read this that you've shown me, a little bit. 19 Q During this lawsuit, did you ever review any paperwork you
20 I'm only familiar what I'm reading that you're showing me in 20 may have relating to th e newborn screening program, or do
21 these pages right here. 21 you have any? Let me rephrase that. Have you had an
22 Q Isitfair to say you were familiar with the newborn 22 opportunity to review your paperwork at home or wherever --
23 screening program at some point prior to your filing a 23 I'm going to ask that again. Do you have any paperwork
24 lawsuit? 24 relating to the newborn screening program?
25 A Notreally, no. | mean, what -- well, yes. | mean, | guess 25 A No.
Page 11 Page 13

4 (Pages 10 to 13)
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1 Q Do you have any paperwork relating to the retention and 1 Q You have no personal knowledge of what it does?
2 storage, possible research uses of dried blood spots? 2 A No.
3 A No. 3 Q You have no personal knowledge of how it is funded; correct?
4 MR. LEVIN: | don't have anything further right 4 A No.
5 now. 5 Q Do you have any evidence that the biobank is using any of
6 MR. KENNEDY: All right. Good afternoon, 6 your children's dried blood spot cards in any manner?
7 Ms. Kanuszewski, my name is Jeremy Kennedy. I'm the 7 A No.
8 attorney for Dr. Antonio Yancey, Michigan Neonatal Biobank, 8 Q It's not even that you -- strike that question. I'l
9 the parties in this lawsuit. 9 withdraw what | was about to ask. So prior to this lawsuit
10 EXAMINATION 10 being filed, did you do any research about the use of the
11 BY MR. KENNEDY: 11 dried blood spot cards?
12 Q Soyou have never -- have you ever requested that your 12 A No.
13 children's dried blood spot cards be destroyed? 13 Q Did you have any knowledge of how dried blood spot cards,
14 A No. 14 whether they were your children's dried blood spot cards or
15 Q Okay. And that Exhibit A that we've been talking about, 15 any other dried blood spot cards, what they were used for?
16 assuming that it is as Mr. Levin has represented and a form 16 A No.
17 that would allow you to request the cards be destroyed, 17 Q And you have no reason to believe the cards for your
18 we're going to start with that assumption that it is as he's 18 children have ever been used; correct?
19 represented. | understand that your attorney has raised an 19 A Repeat that again. What did you say?
20 objection. If you requested the destruction of the dried 20 Q Do you have any reason -- I'm going to rephrase. Do you
21 blood spots for your children using that card, do you have 21 have any reason to believe that your children's dried blood
22 any reason to believe they would not be destroyed? 22 spot cards have ever been used?
23 A Idon't know. 23 A No.

24 Q Whynot? Is it you don't know because you think you fill 24 Q Do you have any reason to believe that your children's dried
25 out a form with the state, and they'll ignore it? 25 blood spot cards have ever been accessed for any purpose?
Page 14 Page 16

1 A Iguess, like | said, | would like to review it further. 1 A No.
2 From what it says, no, | guess | would not have any reason 2 Q Do you have any reason to believe that any of the
3 to believe that. They should do what | sign. 3 information contained in your children's dried blood spot
4 Q AndI'mnot saying you have to make that conclusion. I'm 4 cards has ever been sold to anyone?
5 saying if we accept that it is as represented and you ask 5 A No.
6 for them to destroy it, you don't think there's any reason 6 Q Do you feel that the fact that these dried blood spot
7 they wouldn't destroy it? 7 cards -- your children's dr ied blood spot cards being stored
8 A No. 8 has in any way interfered with your ability to determine
9 Q Now, do you know prior to this lawsuit did you -- had you 9 medical care for your children?
10 ever heard of the Michigan Neonatal Biobank? 10 A No.
11 A No. 11 Q@ Now, when Mr. Levin was asking you some of his initial
12 Q Since this lawsuit has started, have you learned anything 12 questions about what you knew about the cards, you said, |
13 about the operation of the Michigan Neonatal Biobank? 13 believe, you didn't know why they were taking the blood
14 MR. ELLISON: I'm going to -- Ashley, we're going 14 spots completely. Did | hear that correctly, first of all?
15 to put an objection here, and | want to direct you anything 15 A Say that again?
16 that I've told you as part of our discussions is covered by 16 Q Letme askita differentway. That seems to be confusing
17 attorney/client privilege. Outside of what I've told you, 17 even to me, and | just asked the question. So you have
18 you can answer any other information anywhere else. Okay? 18 three minor children who are plaintiffs in this lawsuit;
19 THE WITNESS: Yes. 19 correct?
20 Q Not looking at anything th at Mr. Ellison has told you, just 20 A Uh-huh (affirmative).
21 any knowledge you've had on your own, any research you've 21 Q \Yes?
22 done on your own, anything like that? 22 A VYes.
23 A No. 23 MR. ELLISON: You've got to say "yes" or "no."
24 Q Soyou have no awareness how the biobank operates? 24 Yup, there you go.
25 A No. 25 A Yes.
Page 15 Page 17

5 (Pages 14 to 17)
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1 Q Okay. And when we deposed your husband earlier, he said 1 THE WITNESS: Okay.
2 that the two youngest children were born via C-section; 2 MR. ELLISON: Okay. Thanks.
3 correct? 3 Q So other than what you've just mentioned, do you recall
4 A VYes. 4 them -- anybody in the ho spital mentioning anything about
5 Q Your oldest child, was that a C-section, or was that a 5 why blood would be taken?
6 natural birth? 6 A No.
7 A Natural. 7 Q Okay. Did you ever object to anyone drawing blood from any
8 Q Okay. And when all three of your children -- actually, 8 of your children while you were in the hospital?
9 we're going to -- the two youngest children, the middle 9 A Idon'tknow.
10 child -- when your middle child was born for the C-section, 10 Q Now, you didn't know anything about the dried blood spot
11 were you given any sort of epidural or anesthetic? 1 program before this suit was filed. You didn't know
12 A Yes, epidural. 12 anything about the storage of the dried blood spot cards, |
13 Q Andwere you at any point during that procedure unconscious 13 believe is what you testified. Why did you then decide to
14 because of the medication? 14 file suit?
15 A No. 15 A It was brought to my attention what they were doing with the
16 Q And when your youngest child was born, were you given an 16 blood samples, and my husband came to me about this and
17 anesthetic or an epidural? 17 asked if -- you know, | guess we discussed it together. My
18 Q Epidural. 18 husband is the one who brought it up to me first.
19 Q@ And at any point during that procedure were you ever 19 Q What specifically was brought to your attention that made
20 unconscious? 20 you decide to sue?
21 A No. 21 A That--
22 Q Now, Exhibit B, you indicated your signature on the two 22 MR. ELLISON: Wait, wait, wait. | also want to
23 forms -- on the authorization forms; correct? 23 direct you again to the ex tent it's not me, though. Okay?
24 A Yes. 24 Does that make sense? What | told you is covered by
25 Q Do you remember signing those forms? 25 attorney/client privilege, but you can testify to everything
Page 18 Page 20
1 A No. 1 else that you were told. Okay?
2 Q Do youremember anything at all about those forms? When you 2 THE WITNESS: Okay.
3 received them, for example, whether they were given to you? 3 MR. ELLISON: Weird rules, | know, but go ahead.
4 Anything at all about that? 4 A Soyouwant to know when -- what made me decide to do this
5 A No. 5 is the question?
6 Q Okay. Do you recall when you were in the hospital -- when 6 Q Youindicated you found out -- | think what you said was
7 your -- any of your children were born, any medical 7 how -- what they were doin g with the dried blood spot cards.
8 professional actually taking the heel prick, the blood 8 A My husband told me that th ey were being taken from the blood
9 samples from the children? 9 bank -- like to use for ot her things beyond maybe -- | don't
10 A Not particularly, no. | don't remember that. 10 really know. Being sold, | guess, is what my husband told
11  Q Soyoudon'trecall - 11 me. And I don'teven really understand what was happening
12 A 1 know they took -- pricked the heel of my oldest son, | 12 with them, but he -- | remember just awhile ago when he
13 remember, because he had complications at birth. | do 13 brought this to my attent ion that's kind of what it was.
14 remember that, but | don't remember any other heel pricking. 14 Things were being done, | guess his understanding, that we
15 Q Do you remember -- 15 were unaware of with this blood sample. | guess finding out
16 A And one had jaundice. Th ey pricked his heel for that. 16 that we weren't aware of anything or even remembering
17 That's the only  time | remember that. 17 anything about this.
18 MR. ELLISON: Ashley, we should have mentioned -- 18 Q And at that point you made no effort to reach out to the
19 we didn't mention with you, just because we're in federal 19 Department of Health and Human Services about this program;
20 court, we've got rules about referencing children's names. 20 is that correct?
21 If you could just use their first letter of their name, we 21 A No, | did not.
22 can reference whichever of your three kids. 22 Q Andyou made no effort to reach out to any medical
23 THE WITNESS: Okay. 23 professional to ask questions about the program; is that
24 MR. ELLISON: And we all know their names, but 24 correct?
25 we've got to do that for purposes of the record. Okay? 25 A No.
Page 19 Page 21
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1 Q You made no effort to see if your children's dried blood 1 A No.
2 spot cards were even being used at all; correct? 2 Q Allright. Atthe time that you were at the hospital, did
3 A Correct. 3 anyone from the hospital or any agent of the state or
4 MR. KENNEDY: Thank you. Nothing further. 4 representative of the biobank, come to you at the hospital
5 MR. ELLISON: All right. Ashley, I've got a 5 and explain to you the benefits versus the risk of being --
6 couple follow-up questi ons for you here, and then we're 6 of participating in the Michigan newborn screening program
7 going to -- you're on your downward slope here, so -- 7 and/or the biobanking system?
8 THE WITNESS: Okay. 8 A No, notthat I'm aware of.
9 EXAMINATION 9 Q Again, thisis for Infant D. This is your first one. Do
10 BY MR. ELLISON: 10 you remember signing any fo rm relative to Infant D at all?
11 @ For your -- and I'm going to divide this up into two 11 A No.
12 segments, and if you could bear with me. 12 Q After Infant D was born, ag ain, same question. Anyone from
13 A Okay. 13 the state, from the biobank, or your doctors provide any
14 Q Asfor--and I'm going to call them Infant by letter, but 14 information to you explai ning to you the risks versus the
15 obviously some of your children are no longer infants 15 benefits of participating in the newborn screening program
16 anymore, even with the most generous use of the word, but -- 16 or the biobank?
17 A Yeah 17 A No.
18 Q Asfor Infant D, my understanding is that Adam is not the 18 Q Did anyone even tell you that they were taking his blood to
19 biological father of Infant D; correct? 19 be sent to the state for testing and for later storage?
20 A Correct. 20 A No, not that I'm aware of.
21 Q Butyou are his biological mother; correct? 21 Q Okay. As for your other two children, I'm going to go
22 A Yes. 22 through the same question as to Infant R and Infant C.
23 Q Allright. And you have custody of -- legal custody of 23 Again, would your answer s be any different about whether
24 Infant D as well; correct? 24 someone from the state, the biobank or your doctors, before,
25 A Yes. 25 during or after their births, came to you and did -- and
Page 22 Page 24
1 Q When Infant D -- when you're going to the hospital -- let me 1 explained to you or gave you documentation that said, "Here
2 ask it this way. Before going to the hospital for Infant D, 2 are the risks. Here are the benefits of participating in
3 did anyone from -- your doctors or anyone from the State of 3 the newborn screening program or the biobanking system"?
4 Michigan approach you to explain to you about the newborn 4 A No.
5 screening program? 5 Q Doyou have -- | guess a number of questions have been asked
6 A No. 6 to you today about whether you have any firsthand
7 Q Did anyone present to you information that would balance the 7 information about whethe r or not your children's -- any of
8 risks versus the benefits to participating in the newborn 8 your three children's blood spots have been used, sold, or
9 screening program? 9 otherwise accessed in any way. Is that your main concern
10 A No. 10 with this lawsuit about whether they're actually being used?
11 MR. LEVIN: I'll note -- 11 A Canyou repeat that one more time? It cut out a little bit.
12 MR. ELLISON: I'm sorry? 12 I'm sorry.
13 MR. LEVIN: TI'll just note my objection to 13 Q Yeah, no problem. So throughout the questioning today by
14 relevance, but she answered already. 14 both Mr. Levin and Mr. Kennedy, they both have been asking
15 MR. ELLISON: Yeah. 15 you about the concerns you -- if you have any evidence of
16 Q Asof--did anyone from the Michigan Neonatal Biobank ever 16 actually having your children's blood samples accessed or
17 present any information to you explaining the negative -- or 17 otherwise used. Is that your primary concern about whether
18 the risk or benefits of participating or otherwise 18 or not they've been used to date?
19 continuing with the newb orn screening -- or, excuse me -- 19 A Yes.
20 with storage blood? Let me start over again on that. Too 20 Q Does medical privacy have any concern for you for your
21 many -- too much word salad there. Before Infant D was 21 children?
22 born, did anyone from the Michigan Neonatal Biobank present 22 A Yeah.
23 themselves to you or provide information to you that 23 Q What about medical privacy concerns you about the biobank --
24 explained the benefits versus the risks of storing newborn 24 for particularly the biob ank system having your children's
25 blood at the Michigan Biobank? 25 blood samples on file?
Page 23 Page 25
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1 A Just not knowing what's being done with it or what 1 It's actually stored at a separate location called the
2 information is being give n anywhere else, | guess. The 2 BioTrust in a warehouse in Lansing, Michigan. Are you aware
3 unknown makes me wonder. 3 of that?
4 Q Allright. And is that a concern and fear that you have 4 A No.
5 that the lack of informat ion would result in your children's 5 Q Has anyone from the State of Michigan indicated to you that
6 medical privacy and medical data being disclosed to third 6 a -- one of the blood samples has been taken away from the
7 parties? 7 blood that's been transferred to the biobank and kept for
8 A Yes. 8 purposes -- for the benefit of you and your husband?
9 Q Have you ever given consent to anyone to transfer your 9 A No.
10 children's blood from the State of Michigan to the Michigan 10 Q Have you ever given permission to the State of Michigan to
11 Neonatal Biobank? 11 keep that blood sample to your knowledge?
12 A No. 12 A No.
13 Q Ifknowing that -- as you've somewhat probably pieced 13 Q Do you feel that as a mother of your three children, that
14 together here today with the deposition and knowing -- I'm 14 the decision about what your children's -- who has access to
15 going to make a representation to you that your child's 15 your children's medical DNA and biological samples should be
16 newborn blood, regardless of which selection you pick, is 16 a decision you should have, and they should obtain your
17 indefinitely stored at the biobank, absent your directive to 17 consent before their use?
18 destroy them. If you knew that at the time, would you have 18 A VYes.
19 consented to participating in the program? 19 MR. KENNEDY: Objection; calls for a legal
20 MR. KENNEDY: Objection; calls for speculation. 20 conclusion.
21 Q Go ahead. 21 Q [I'msorry, Ashley. Go ahead.
22 A Probably not, no. 22 A Yes.
23 MR. ELLISON: Exhibit A. 23 Q Do you feel that you were adequately informed about the
24 (Couns el shares document via video) 24 nature and the scope of the newborn screening program,
25 MR. LEVIN: Yes. How's that? 25 including indefinite retention of that sample at the
Page 26 Page 28
1 MR. ELLISON: That's perfect. Thank you. 1 Michigan Neonatal Biobank, at the time or shortly after your
2 Q Exhibit A, Ashley, has anyone from the State of Michigan, 2 children were born?
3 your doctors, or the biobank, ever presented you with this 3 A No.
4 form to give you the option to execute this document? 4 Q Does it make you concemed, angry, upset or any other
5 A No. 5 feelings that you found out about this after the fact?
6 Q Allright. And as I notice -- 6 A Concerned.
7 MR. ELLISON: And if you could scroll down a 7 Q Okay. | know you've mentioned earlier you talked to your
8 little bit, Aaron, on there to the very bottom. 8 husband, and your husband is an attorney; correct?
9 Q Inotice on the very bottom it says -- just because I'm an 9 A VYes
10 attorney and | look for th ese things, | notice that it says, 10 Q Allright. Is he your attorney?
11 "Rev.2-19." Does that statement mean anything to you? 11 A Yes.
12 A No. 12 Q Imean, obviously outside of the newborn blood screening
13 Q Allright. If I was to tell you that this was a document 13 lawsuit where I'm your a ttorney, would you consider him your
14 that was produced and made in 2019, would that document have 14 general attorney for purposes of legal advise?
15 been available to you at the time your children were born? 15 A Yes.
16 A No. 16 Q My wife does, too. I'm not good with taking out the trash,
17 MR. ELLISON: You can take that down, Aaron. 17 but apparently I'm good with legal advise, so there you go.
18 Q Atany point has anyone from the neonatal biobank ever 18 A There you go.
19 sought your permission or your confirmation that they 19 MR. ELLISON: Ashley, | have no further questions.
20 would -- they would -- or that you or your husband would 20 | appreciate your time toda y. We reserve the balance of our
21 like to continue to have the blood spots stored at the 21 questions for trial. Thank you.
22 Michigan Neonatal Biobank? 22 THE WITNESS: Thank you.
23 A No. 23 MR. ELLISON: The other two gentleman might have
24 Q I'mgoing to make another representation to you. One of the 24 some follow-ups.
25 blood samples is not stored at the neonatal blood bank. 25 THE WITNESS: Okay.
Page 27 Page 29
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1 MR. LEVIN: Yeah, just a moment. 1 A True.
2 EXAMINATION 2 Q Sohow serious are those concerns then if you are -- didn't
3 BYMR.LEVIN: 3 take any action whatsoever to look into them?
4 Q Youindicated during your testimony that you're concerned 4 A I've mostly left it to my husband.
5 about the unknown as it relates to these programs? 5 0 Okay.
6 A VYes. 6 MR. KENNEDY: Thank you, nothing further.
7 Q Didyou ever do any independent research to find out more 7 MR. LEVIN: | have a follow-up, although you can
8 about the programs? 8 go first. | should have asked a moment ago. | just want to
9 A No. 9 make everyone aware.
10 MR. LEVI N: | don't have anything else. 10 MR. ELLISON: That's fine. We can keep going. |
1 EXAMINATION 11 have one more follow-up as well, but either way. Aaron, if
12 BY MR. KENNEDY: 12 you want me to go or you want to go, it's up to you.
13 Q Ms. Kanuszewski, your attorney asked you if anybody ever 13 MR. LEVIN: I'l jump in. | should have asked a
14 notified you about the benefits and risks of participating 14 minute ago, and then you can address everything at the end.
15 in either the newborn screening program or the biobanking 15 EXAMINATION
16 system. What, in your mi nd, are the risks of participating 16 BY MR. LEVIN:
17 in the newborn screening program? 17 Q You testified that you don't remember before, during, or
18 MR. ELLISON: Objection; calls for a medical 18 after the birth of your children that anybody gave you any
19 opinion and, perhaps, a legal opinion from a lay witness. 19 information about these programs. Do you remember for
20 Ashley, go ahead and answer if you can. 20 certain that no one gave you that information, or do you not
21 A Justlike Phil said, the medical -- what they're using it 21 recall being given that information?
22 for. Are they giving information on my, you know, DNA -- my 22 A Idon'trecall being given any information.
23 children's DNA to other people or just not knowing where 23 MR. LEVIN: Okay. Thank you. That's all.
24 this is going or what it's being used for. 24 EXAMINATION
25 Q Do you have any evidence of anybody using your children's 25  BY MR. ELLISON:
Page 30 Page 32
1 DNA for anything? 1 Q Ashley, as part of your -- when you first learned of the
2 A No 2 newborn screening program and the biobanking system from
3 Q Sothisis a speculative risk, not an actual -- not an 3 your husband, had he discussed with you about hiring me to
4 actual concern that you've seen happen already? 4 represent your interests as to the scope of what's going on
5 MR. ELLISON: Objection; calls for a legal 5 with the biobanking system?
6 conclusion but go ahead. 6 A Yes.
7 A Yes. 7 Q Andyou, in fact, did hire me to pursue legal action and to
8 Q Do you have any evidence of anyone's genetic information 8 represent you and your children's interest as it applies to
9 being obtained from the newborn screening program? 9 the biobanking system; correct?
10 A No. 10 A VYes.
11 Q And what are the risks to you, in your opinion, of 11  Q And that would have been work that | would have done for you
12 participating in the biobanking system? 12 before filing the lawsuit; correct?
13 A Tome? Idon'tknow. 13 A Yes.
14 Q Inyour opinion, what are the risks of participating in the 14 MR. ELLISON: Thank you very much. Anybody else?
15 biobank? 15 MR. LEVIN: That's all | have.
16 A I'mnotsure. | guess | don't know. I'd want to know what 16 MR. KENNEDY: No.
17 the risks are if there are any. 17 (Deposition concluded at 4:19 p.m.)
18 Q Soyoudon'teven know if there are any risks. Is that what 18
19 you're just testifying to? 19 -0-0-0-
20 A Yeah. Butlwould like to know. | feel like there could 20
21 be. I don't like not know ing where or what they're using it 21
22 for. 22
23 Q And because of those concerns, you took precisely zero 23
24 action, prior to filing this litigation, to investigate; is 24
25 that correct? 25
Page 31 Page 33
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ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ADAM KANUSZEW:

UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN
NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,
Plaintiffs,
\Y} Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al, MAG. PATRICIA T. MORRIS

Defendants.
/
VIDEO CONFERENCE DEPOSITION OF ADAM KANUSZEWSKI
Taken by the Defendant MDHHS on the 23rd day of October,

2020, via Zoom, at 1:30 p.m.

APPEARANCES:

For the Plaintiffs: MR. PHILIP LEE ELLISON (P74117)
Outside Legal Counsel PLC
PO Box 107
Hemlock, Michigan 48626
(989) 642-0055

For the Defendant MR. AARON WARREN LEVIN (P81310)
MDHHS: Michigan Department of Attorney General
PO Box 30736
525 Ottawa Street
Lansing, Michigan 48909
(517) 335-7632

For the Defendant MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal Pear Sperling Eggan & Daniels PC
BioBank and Antonio 24 Frank Lloyd Wright Drive, Suite D2000
Yancey: Domino's Farms

Ann Arbor, Michigan 48105

(734) 665-4441
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ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ADAM KANUSZEW:
1 RECORDED BY: Pam Rankinen, CER 4532 1 Via Zoom Video Conference
Certified Electronic Recorder 2 Friday, October 23, 2020 - 1:31 p.m.
2 Network Reporting Corporation 3 MR. LEVIN: All right. Actually, just very
Firm Registration Number 8151 4 quickly, how would you like us to pronounce your last name?
3 1-800-632-2720 5 MR. KANUSZEWSKI: Kanuszewski (pronouncing).
g 6 MR. LEVIN: Kanuszewski. Thank you.
6 7 MR. KANUSZEWSKI: Uh-huh (affirmative).
7 8 MR. LEVIN: So | am Aaron Levin. | work at the
8 9 Attorney General's office. | am the attorney representing
9 10 Director Gordon, Dr. Shah, Dr. Lyon-Callo, and Mary Klein.
10 11 It's my understanding that you're an attorney; is that
11 12 correct?
12 13 MR. KANUSZEWSKI: Yes.

[y
w
[
o

MR. LEVIN: So you know how depositions work. |
won't bore you with all of that. If you have any gquestions,

e
(62 >N
T
o o

feel free to ask. If you need me to re-ask or you don't

[
(<2}

o

N

understand the question, please let me know. If you don't

18 18 remember, that is a perfectly acceptable answer. If you
19 19 hear "objection," we will -- you generally proceed to
20 20 answer, or we'll stop you, depending on the objection. But
21 21 I think you know all of that. So | will dive right in.
22 22 REPORTER: Do you solemnly swear or affirm that
23 23 the testimony you're about to give shall be the whole truth?
24 24 MR. KANUSZEWSKI: Yes.
25 25
Page 2 Page 4
1 TABLE OF CONTENTS 1 ADAM KANUSZEWSKI
g PAGE 2 having been called by the Defendant MDHHS and sworn:
3 EXAMINATION
L ey Sy | s
Examination by Mr. Ellison . ............... 20 5 Q Sothis lawsuit is regarding --

5 6 MR. ELLISON: I'll stop you real quick. Just to

6 7 make sure on the record that, because we're doing this via

7 8 Zoom, and | know there's some different rules with this, we

8 EXHIBIT INDEX PAGE 9 have no objection to th is being conducted via Zoom, even

9 10 though we're not all in the same room. So go ahead, Aaron.

Deposition Exhibit Amarked ............... 7 1 MR. LEVIN: Thank you. | appreciate that.
10 (Re's'idual N_eVYbom Screening Blood Spot Directive) 12 Q Sodiving in, this lawsuit is relating to the continued
1 De?gilgggnltzﬁgﬁﬁs marked ............... 9 13 retention and possible research uses of residual dried blood
12 14 spots. What concerns do you have about the Department of
13 15 Health and Human Services retaining those residual dried
14 16 blood spots?
12 17 A I never knew anything about it.
17 18 Q [I'msorry. Ithink we lo st connection for a moment there.
18 19 A Ididn't know anything about it.
19 20 Q Now that you do, do you have any other concerns?
20 21 A VYes.
g% 22 Q What are they?
23 23 A Idon't know what they're being used for, who they're being
24 24 given to, and quite frankly, whenever | deal with the
25 25 government and stuff, | don't think they should be taking
Page 3 Page 5
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ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL

DEPOSITION OF ADAM KANUSZEW:

1 things without asking permission. 1 THE WITNESS: I'm on my phone. | can pull my
2 Q Have you done any independent research about the program? 2 computer, but if | strain | can see it. Do you want to give
3 A Ihave not. 3 me a minute to read it?
4 Q When did you learn about the program? 4 MR. LEVIN: Yeah. Do you want -- would it help if
5 A When I talked to Phil. 5 | zoomed in?
6 Q Do youremember when that was, ballpark? 6 THE WITNESS: Well, if you zoom in, you're going
7 A Without looking, | don't. I'd be guessing at a date. 7 to have to scroll up and do wn as | read it. Just give me a
8 Q Do youremember what year it was? 8 second.
9 A Probably two years ago, but that's purely a guess. | mean, 9 MR. LEVIN: Okay.
10 somebody could refresh my memory with something. 10 (Witness reviews exhibit)
11 Q Do you remember if it was about the time the lawsuit was 11 A Allright. Iread it.
12 filed? 12 Q Have you seen this form before?
13 A Yeah. Itwas right previously before the lawsuit was filed. 13 A No.
14 | don't even recall when the lawsuit was filed, to be honest 14 Q Having reviewed it, would you agree that it allows you to
15 with you. 15 request or direct the Department of Health and Human
16 Q Fair enough. Do you have any reason to believe that your 16 Services to destroy your children's blood spots?
17 children's blood spots have been accessed? 17 MR. ELLISON: I'm going to place an objection. |
18 A No. 18 know this is going to sound kind of silly. Recognizing
19 Q Do you have any reason to believe they've been used for 19 Mr. Kanuszewski is an attorney, he is being called as a lay
20 research? 20 witness. So | object to the fact that he's being asked to
21 A No. 21 render a legal opinion. But, Adam, go ahead.
22 Q Do you have any reason to believe these blood spots have 22 A ltappears | have some opti ons as to, yeah, what | want done
23 been sold? 23 with the blood that's in their possession.
24 A No. 24 Q Does the first one say "destroy all remaining blood spots?"
25 Q What are you hoping happens to these residual dried blood 25 A ltsaysthat, anditsays "l understand that by checking
Page 6 Page 8
1 spots at the conclusion of this lawsuit? 1 this box, no blood spots will be available for any future
2 A I've never really put a lot of thought into that to be 2 use, including medical, identification, or research
3 honest with you. I gue  ss I'd want them returned to me. 3 purposes.” Does that mean that they were being used for
4 Q Areyou aware that you may direct the Department of Health 4 medical, identification, or research purposes?
5 and Human Services to destroy your children's blood spots at 5 Q Il show you another exhibit in a moment. Let me finish
6 any time? 6 with this one. But having read the form, is this something
7 A No. 7 you'd be willing to sign?
8 MR. LEVIN: All right. | am going to share my 8 A I'd probably consult legal counsel first.
9 screen and | will mark this and send it around, or I'll send 9 Q Fairenough.
10 it around, at least, at the conclusion. It's the same 10 MR. LEVIN: All right. So | am going to share
11 exhibit we looked at this morning for counsel. 1 another exhibit.
12 (Deposition Exhibit A marked) 12 MR. ELLISON: Do you want to give that one a
13 (Counsel shares document via video) 13 letter or a number? How do you want to do that?
14 MR. LEVIN: All right. Can you all see that? 14 MR. LEVIN: Oh, so, yeah. That first one will be
15 MR. ELLISON: Yes. 15 A, and then this next on e | will mark as B and send around
16 MR. LEVIN: Is the whole form visible or do | need 16 at the conclusion as well.
17 to zoom it out? 17 MR. ELLISON: Okay.
18 MR. ELLISON: You've got to zoom it out. It's all 18 MR. LEVIN: So this will be B.
19 crunched up. 19 (Deposition Exhibit B marked)
20 MR. LEVIN: All right. One moment. There we go. 20 (Wit ness shares document via video)
21 MR. ELLISON: That's pretty good right there. 21 Q Canyou see that?
22 MR. LEVIN: Can you read it? 22 A No. You'd have to blow it up a little bit.
23 MR. ELLISON: | can see the whole thing as one big 23 Q Allright. How's that?
24 document. You might have to -- | don't know if Adam can see 24 A Yeah, | canseeit. I'mgoing to try to -- | can read it.
25 it, but | can see it fine. I'm on a computer, though. 25 Hold on a second.
Page 7 Page 9
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1 Q This oneis actually three pages, so let me know, and | will 1 A Wil you rephrase that, please?

2 scroll so you can see all the pages. 2 Q Yes. Andif you need to take a moment to review the form,

3 A Okay. lreadit. 3 that is all right, too.  So the form looks a little bit

4 Q Okay. Thisis page two. | think it's the same as page one. 4 different, but it is also a consent form for use of blood

5 I'm not entirely -- 5 spots in research. Do you have any reason to believe that

6 A Itappears to be the same. 6 the -- the Department of He alth and Human Services has acted

7 Q Allright. So page three is different. And | will review 7 contrary to the permi ssions described in this form?

8 my notes as to why that happened. But here's page three. 8 MR. ELLISON: Objection. Now, that calls for a

9 A Okay. 9 legal conclusion, and | also object to the statement at the
10 (Witness reviews exhibit) 10 beginning of that as to lack of foundation. Go ahead.

1 Okay. |read it. 11 Q Ifyou need to review the form, take all the time you need.
12 Q Does that appear to be your wife's signature at the bottom? 12 MR. ELLISON: | was objecting on the basis of your
13 A ltlooks like it. 13 recitation of what this form is, but, go ahead.
14 Q Do you have any reason to believe it's not? 14 A Sorephraseitsolmake sure | give you the right "yes" or
15 A No. 15 "no" answer here.
16 Q Allright. 16 Q AndIapologize. It's starting to storm here. So if the
17 A Can you scroll up to the other one? The one you showed me 17 mic picks that up --
18 first? 18 A No, that's all right.
19 Q Yeah, how's that? 19 Q --orinterference, | will be back as soon as | can.
20 A Yeah. Solthink the first two pages were the same; right? 20 A Didyouask meiflhadany  reason to believe that the state
21 Q Ibelieve so. I think that's just an oversight on my part. 21 used the blood in any form contrary to this form? Is that
22 A Because | was just looking at the years. It looks like the 22 what you said?
23 first one would have been -- okay -- for one kid. And 23 Q Yeah. And I will rephrase if that's not clear. Would you
24 then -- okay. All right. They're not together, is what I'm 24 like me to rephrase?
25 saying. They're dated years apart, so that's not like one 25 A VYes, please. | was waiting.
Page 10 Page 12

1 document. That's like two documents -- two documents. 1 Q Oh,sorry. Allright. So towards the -- there's that box

2 Q lknow,I-- 2 in the middle.

3 A Yeah, okay. 3 A Uh-huh (affirmative).

4 Q VYes, that's correct. I've put them in one -- 4 Q And towards the bottom there's a sentence that starts, "I

5 A It's misleading. | was going to say it's misleading when 5 voluntary agree"?

6 it's given to you as, like, one document because | think the 6 A Yes.

7 years were different is all. 7 Q SolI'mgoing to read that box. So that box says, "I

8 Q Yeah. The years are. It's just -- | put them in one 8 voluntarily agree to allow my chid's dried blood spots" --

9 document thinking they'd be easier to review, but -- do you 9 it's abbreviated but dried blood spots -- "to possibly used
10 need more time to review it, or are you satisfied? 10 for medical research after newborn screening is complete.
11 A No, Ilooked atit. I'm fine. 11 My permission applies to any blood spots obtained for
12 Q Solooking at this first on e, is it fair to say that, "Yes, 12 newborn screening."

13 my baby's blood spots may be used for health research," is 13 A Correct.
14 checked? 14 Q Do you have any reason to believe that the state has acted
15 A Itis checked. 15 contrary to that paragraph and in this document?
16 Q So based on this form and referring to only this form, do 16 A No;no.
17 you have any reason to believe that the state has used your 17 Q Do you recall if you were ever given an educational pamphlet
18 baby's blood spots contrary to your express wishes or the 18 or brochure explaining the newborn screening program?
19 family's express wishes? 19 A Idon't.
20 A Well, my signature is not on there, but, | mean, it appears 20 Q Do you recall if you were ever given an educational pamphlet
21 my wife's is. 21 or brochure explaining that retained blood spots may be used
22 Q Allright. I'mgoingto go now to the third page, which is 22 for medical research?
23 the different one. Same question. Do you have any reason 23 A ldon't.
24 to believe that the state has done anything contrary to this 24 Q Did you review your files at home and determine if you had
25 form? 25 any documents related to this program?

Page 11 Page 13
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1 A |didn't specifically scour the house or anything. | don't 1 A ldontrecall. I don't--1mean, outside of sleeping, |
2 really have files at home. | mean, | have a strong box with 2 mean, -- | mean, | don't -- well, | guess you'd have to
3 some legal documents. It's certainly not in there. 3 narrow it down to, like, a time frame. So after she had the
4 MR. LEVIN: Just one second. | think that may be 4 birth, when are you asking?
5 all | have. That's all | have right now. 5 Q (Inaudible)
6 MR. ELLISON: Jeremy, do you want to go next? 6 A Well, of course, she slept. | mean, yeah, she was
7 MR. KENNEDY: Yes. 7 unconscious at times. | mean, we were there for, | think, a
8 MR. ELLISON: Yup, all right. 8 couple days.
9 MR. KENNEDY: Good morning (sic), Mr. Kanuszewski. 9 Q Other than sleeping?
10 My name is Jeremy Kennedy. I'm the attorney for Dr. Antonio 10 A Idon'tthink so.
11 Yancey and Michigan Neonatal Biobank. 11 Q Okay. You said the first time you became aware of this --
12 THE WITNESS: Good afternoon. 12 of these -- backup. Are you aware of anything about the
13 EXAMINATION 13 Michigan Neonatal Biobank prior to this case? Let me ask
14 BY MR. KENNEDY: 14 you a different --
15 Q Soyou are the parent of -- | believe you have three 15 A Idon't--yeah, please.
16 children who are plaintiff' s in this case; is that correct? 16 Q Prior to this case, have you ever heard of the Michigan
17 A I'mthe biological father of two of them, but | consider 17 Neonatal Biobank?
18 myself a parent to all three, yes. 18 A No, | don't think so.
19 Q Okay. So one would be a stepchild? 19 Q Allright. Are you aware of anything about how the biobank
20 A Correct. 20 operates?
21 Q Okay. And the two that yo u're the biological father of, 21 A Notreally. | mean, | know there's some blood samples
22 were you present when they were born? 22 stored now. But outside of that, no, not really.
23 A lwas. 23 Q And prior to this case being filed or initial -- we'll say
24 Q You were in the room with your wife? 24 initial investigation, you had no awareness of how it
25 A lwas. 25 operated; correct?
Page 14 Page 16
1 Q with the births of the youngest -- or I'm sorry, -- the 1 A Correct.
2 older of your two biological children, was it natural birth 2 Q Andyou had no awareness of how the biobank is funded?
3 or C-section? 3 A No.
4 A C-section. 4 Q Okay. And do you have -- do you have any personal knowledge
5 Q Did she have an epidural, to your recollection? 5 of how the dried blood spot cards are used?
6 A ldontrecall 6 A No.
7 Q Was she ever unconscious as far as you can recall? 7 Q Do you have any personal firsthand knowledge that any of
8 A Idon'tthink so. 8 your children, biological or otherwise, whether their
9 Q Whatwas the date of your oldest child's birth? 9 cards -- their blood spots cards are even being used for
10 A My oldest biological child? 10 anything?
11  Q Yes. Sorry. 11 A ldont
12 A It would have been -- he's April 22nd of '13. 12 Q So, therefore, you also do not have any evidence that the
13 Q Do you remember what time of day? 13 dried blood spot cards are being used contrary to any
14 A Morning, | believe. 14 authorization that may have been given?
15 Q Okay. And you said that looking at Exhibit B on the third 15 A Correct.
16 page with -- you said you believe that's your wife's 16 MR. ELLISON: Objection. Asked for a legal
17 signature? 17 conclusion, but go ahead and answer.
18 A Ido. 18 A Correct. | answered.
19 Q Asfarasyoucan tell? 19 THE WITNESS: Did you guys hear it?
20 A Yeah. 20 MR. ELLISON: Yeah.
21 Q Do you recall what time of day that form was signed? 21 MR. KENNEDY: Yes, thank you.
22 A |don't remember that form being signed. 22 THE WITNESS: Oh, yeah.
23 Q Okay. And I'm sorry. They said that I'm sleep deprived 23 MR. ELLISON: Jeremy has got a new one that just
24 right now. Did you say after the C-section -- was your wife 24 came along, so he hasn't been sleeping too much the last
25 ever unconscious for any amount of time from the medication? 25 couple days here, so --
Page 15 Page 17
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1 Q Thisistrue. He will be two weeks old tomorrow, so I'm 1 ability to determine the medical care for your child has
2 still getting him up. 2 been impacted by the taking of the dried blood spot card?
3 A Didyou get presented your forms? 3 A No.
4 Q ldid. 4 Q Do you feel like your ability to determine medical care for
5 A Okay. 5 any of your children has been impacted by the storage of the
6 Q 1did. So have you ever requested that the dried blood spot 6 dried blood spot cards?
7 card of any of your children be destroyed? 7 A No.
8 A lhave not. 8 Q Andyou have, | believe you said, no personal knowledge
9 Q Areyou aware of any of th e possible uses of the dried blood 9 whether the dried blood spot cards had been used for any
10 spot cards that are being stored? 10 purpose at all; correct?
11 A No. 11 A Correct.
12 Q Are there any uses of those cards that you would consider 12 Q If you were not aware before, you are aware now that there
13 acceptable? 13 is a form that you can fill out to request the destruction
14 A |don't think so. 14 of the blood spot cards; correct?
15 Q Inyour opinion, is it acceptable for the blood spots to be 15 A ljustreadit, yes.
16 taken to test for congenital or chronic diseases under the 16 MR. KENNEDY: | have nothing further.
17 program? 17 MR. ELLISON: Okay. | have a few questions for
18 A That's kind of an odd question. 18 you here.
19 Q Okay. Letme -- 19 EXAMINATION
20 A That's saying -- well, it's  like you're inferring that if | 20 BY MR. ELLISON:
21 had given them permission  to take them. | mean, | would 21 Q I'mgoing to refer to your three children by their first
22 say, yeah, that would be  appropriate if | said, "Yeah, take 22 initials because of the federal privacy laws with minors.
23 them." But, I mean, I'th  ink the issue is, like, not knowing 23 A That's fine.
24 that they were taking them. | mean, once you have them, if 24 Q Okay. And, fortunately, you've got three children with
25 I said you could use them, then, yeah, sure. 25 three different initials, so that helps.
Page 18 Page 20
1 Q That's not what I'm asking. You are aware that they take 1 A VYes.
2 the five or six spots of blood to -- initially to test 2 Q Asfor--andI'mgoing to call them "infant." | know some
3 for -- I believe the current number is 56 chronic 3 of them aren't infants anymore with their age now, but to
4 conditions, diseases. Are you aware of that? 4 Infant R and Infant C, that's -- those are your two
5 A No. 5 biological children?
6 Q Soyou have no knowledge of what the blood spots are taken 6 A Theyare.
7 for whatsoever? 7 Q Yup. And Infant D is the child -- the biological child of
8 A To be honest, no. 8 your wife; correct?
9 Q Okay. Prior to this lawsuit being filed, did you, in any 9 A Correct.
10 way, investigate the us e of the dried blood spot cards? 10 Q Are you the legal guardian for Infant D?
11 A No. 11 A To be actually honest, | don't know exactly. | mean, yeah;
12 Q Now, isit your position that the taking of the dried blood 12 yeah.
13 spot cards in any way inte rferes with your ability to direct 13 Q Letme ask you this. Have you adopted as --
14 medical care for any of your children? 14 A No;no.
15 A Could you rephrase that, please? 15 Q Okay. Allright. And I don't mean to be passing judgment
16 Q Do you believe that taking the dried blood spot cards in any 16 on parenting or that natu re. It's just the legal nature of
17 way interferes with your ability to determine how to care 17 these sorts of things, so --
18 for your child medically? 18 A Yeah. And | guess when you say "legal guardian,” | guess |
19 A No. Dol --1think | understand what you're saying. It's 19 don't know the actual definition of legal guardian. | mean,
20 kind of a long question. | think it breaks up in between. 20 he resides here full-time. | mean, my wife and | raise him.
21 Do | think that them -- rephrase it one more time. | 21 He still has contact with his biological father. His
22 believe the answer is no. I'm trying to draw the -- go 22 biological father is still involved in his life. So maybe
23 ahead. 23 that gives you a better picture of that.
24 Q Letme seeiflcanaskit simpler, and I know that's not 24 Q Okay. Very good. For your two biological children, did
25 always my strong point. Have you ever felt that your 25 anyone from the State of Michigan or any of its agents,
Page 19 Page 21
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1 including even a doctor, talk to you beforehand about the 1 samples were going to be indefinitely stored without your

2 risks versus the benefits of conducting any sort of blood 2 permission ahead of time, would you have given consent?

3 tests as it applies to the newborn screening program? 3 MR. KENNEDY: Obijection; calls for speculation.

4 A 1don'tbelieve so. 4 A Do you want me to answer, Phil?

5 Q Has anybody -- at the time that the blood samples -- well, 5 Q VYes,please. Yes, please.

6 let me ask this. Did you know that either one of your two 6 A 1don't think so without researching it a little bit, you

7 biological children -- did you know or were told that blood 7 know. | would want to know what would be -- | would just

8 samples were being taken from your child for testing by 8 want -- I'd want to know more. | still want to know more.

9 agents of the State of Michigan? 9 Q Did anyone present you before, during, or after the blood
10 MR. LEVIN: [I'm going to object to relevance and 10 being extracted from your two biological children, any sort
11 to the conclusion that the doctors are agents. 1 of paperwork or pamphlets about anything, aspect of the
12 MR. ELLISON: Fair enough. 12 newborn screening program, including the storage at the
13  Q Go ahead. 13 neonatal biobank?

14 A No;no. 14 A Notthat I recall.

15 Q Allright. Did anyone tell you that they were going to be 15 Q Do you have any concerns about -- today, as | was just

16 taking blood samples for your two biological children prior 16 saying, the biobank -- Il make the representation to you

17 to them extracting the blood? 17 that your two biological children's blood samples, including

18 A No. 18 their DNA and medical data about what's contained within

19 Q After the blood was taken, did anyone talk to you about the 19 those blood samples, are being stored at the Michigan

20 risks, benefits, basically being informed about what the 20 Neonatal Biobank. Do you have any concerns about that

21 purpose and goals were to taking those blood samples? 21 material and that inform ation being stored at the biobank?

22 A No. 22 A VYes.

23  Q Did anyone tell you where they were taking those blood 23 Q Whatkind of concerns do you have?

24 samples and what th ey were doing with them? 24 A Well, | don't feel it belongs to them. | feel that that's

25 A No. 25 mine, my wife's, our kids genetic biological information. |
Page 22 Page 24

1 Q Did they tell you who was going to be in possession of them 1 don't want it out there being bought, sold, used or

2 and from what basis they were going to be retained for? 2 whatever. And | don't even know if that's a thing, but it

3 A No. 3 certainly is a concern of mine that someone else has control

4 Q Did anyone at any time talk to you, be it from the state, an 4 of it and basically didn't tell us anything about it.

5 agent of the state, or someone from the biobank, talk to you 5 Q Okay. Looking at -- on your screen right now, this is a

6 about the blood samples being transferred from where they 6 copy of Infant R, the form in that respect. Is there any

7 were being tested to the nonprofit Michigan Neonatal 7 reference on here to the Michigan Neonatal Biobank?

8 Biobank? 8 A Idontsee any.

9 A No. 9 Q Okay. Have you provided -- to your knowledge, have you or
10 Q Did anyone discuss with you and explain the benefits and 10 your wife provided any authorization to transfer your two
11 risks of storing eith er one of your two biological 1 biological children's blood samples to the Michigan Neonatal
12 children's blood samples in the newborn -- or, excuse me -- 12 Biobank?

13 in the Michigan Neonatal Biobank? 13 A No.

14 A No. 14 Q Have you given any authorization for them to -- the Michigan

15 Q Has anyone spoken to you or otherwise explained to you about 15 Neonatal Biobank -- to sell, convey, give or otherwise allow

16 what sort of legal prot ections or what sort of privacy 16 third parties like researchers to use that blood sample from

17 protections the blood samples have while in the Michigan 17 the biobank?

18 Neonatal Biobank? 18 A No: no.

19 A No. 19  Q Do you have any concerns about your children's medical

20 Q Asyou've come to learn through this lawsuit, you have 20 privacy today with the way the blood samples are currently

21 learned that your two children's -- your two biological 21 housed and stored?

22 children's blood samples are, in fact, in the Michigan 22 A Ves.

23 Neonatal Biobank; correct? 23 Q Okay. What are those?

24 A Correct. 24 A 1don't even know how they're housed or stored.

25 Q Would you, if you had known at the time that the blood 25 Q Would you agree that the lack of information and lack of
Page 23 Page 25
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1 knowledge would -- strike th at. Let me ask it this way. 1 time as a result of drugs or other --
2 A That's actually -- that's the scary part, | mean, is the 2 A You know, she being -- I th ought about that  after you asked,
3 lack of knowledge of what's going on and what could be done. 3 and | think with C it's mo re possible. | want to say that
4 I mean, | don't know if th e scare, the threat, is real, not 4 she lost a lot of blood and that she was away from us for
5 real. | mean, ljustkn  ow that somebody has ahold of that 5 quite some time. | thin k that with the youngest would be,
6 stuff and something is being done with it, and to what 6 if I'm not mistaken. So it's possible, but | wasn't -- |
7 extent, | don't know and | was never told. 7 didn't see it. So she'd be able to tell you.
8 Q Okay. Is that the concern that you have with this lawsuit 8 MR. KENNEDY: Okay. That's all | have.
9 is the fact that someon e else has your son's -- your two 9 MR. ELLISON: Okay. We reserve the balance of our
10 biological sons' medical and DNA data without you having any 10 questions for trial. Adam , you're all set, and you can log
11 control or say over that material? 11 off.
12 A Yes. 12 THE WITNESS: All right. Thanks.
13 Q AsforInfant D, which was not your biological child, were 13 MR. LEVIN: Thank you.
14 you present for his birth at all? 14 (Deposition concluded at 2:10 p.m.)
15 A Wasnot. 15
16 Q Now knowing what you know now about the biobank and the 16 -0-0-0-
17 newborn screening program, would you, in fact, have provided 17
18 consent to store your bl ood samples indefinitely with the 18
19 Michigan Neonatal Biobank? 19
200 A No. 20
21 MR. ELLI SON: | have no further questions. 21
22 MR. LEVIN: | have a couple just briefly. 22
23 EXAMINATION 23
24 BY MR. LEVIN: 24
25 Q Prior to filing the lawsuit, did you do any independent 25
Page 26 Page 28
research about the newborn screening program or the biobank?
No.
Have you done any since?
No.

How much would you say you know about these programs?

Not much.

Did you ever investigate if there was a means of having the
blood spots destroyed, other than filing a lawsuit?

© 0 N o U WN R
o >0 >0 >

A No.
10 Q Do you know how long the actual screening process takes?
11 A No.
12 MR. LEVIN: That's all | have.
13 MR. ELLISON: Jeremy, do you want anything else?
14 MR. KENNEDY: | actually just want to circle back.
15 EXAMINATION
16 BY MR. KENNEDY:
17  Q Iforgot to ask, your youngest child, was that a natural
18 birth or a C-section?
19 A C-section.
20 Q Iassumed as much, but want to make sure. And similar to
21 the question about your older biological child, was your
22 wife given any kind of anesthesia, epidural, anything like
23 that?
24 A ldon'tknow. | couldn't be for certain.
25 Q Okay. And other than sleeping, was she ever unconscious any

Page 27
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KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SANDIP SHAH, PH

UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN
NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,
Plaintiffs,
\Y; Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al, MAG. PATRICIA T. MORRIS

Defendants.
/
VIDEO CONFERENCE DEPOSITION OF SANDIP SHAH, Ph.D.
Taken by the Plaintiffs on the 17th day of December, 2020,

via Zoom, at 2:00 p.m.

APPEARANCES:

For the Plaintiffs: ~ MR. PHILIP LEE ELLISON (P74117)
Outside Legal Counsel PLC
PO Box 107
Hemlock, Michigan 48626
(989) 642-0055

For the Defendant MR. AARON WARREN LEVIN (P81310)
MDHHS: Michigan Department of Attorney General
PO Box 30736
525 Ottawa Street
Lansing, Michigan 48909
(517) 335-7632

For the Defendant MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal Pear Sperling Eggan & Daniels PC
Biobank and Antonio 24 Frank Lloyd Wright Drive, Suite D2000
Yancey: Domino's Farms

Ann Arbor, Michigan 48105

(734) 665-4441

Also Present: Eric Hendricks
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KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL

DEPOSITION OF SANDIP SHAH, PH

1 RECORDED BY: Pam Rankinen, CER 4532 1 Via Zoom Video Conference
Certified Electronic Recorder 2 Thursday, December 17, 2020 - 3:16 p.m.
2 Network Reporting Corporation 3 REPORTER: Do you solemnly swear or affirm that
Firm Registration Number 8151 4 the testimony you're about to give shall be the whole truth?
3 1-800-632-2720 5 DR. SHAH: I do.
4 6 SANDIP SHAH, Ph.D.
2 7 having been called by the Plaintiffs and sworn:
7 8 EXAMINATION
8 9  BY MR. ELLISON:
9 10 Q Good afternoon, sir. If you could state your name -- we're
10 11 going to do it right this time. State your name for the
11 12 record and your current position with the department.
12 13 A Yes. Sandip is my first name, S-a-n-d-i-p. Last name is
13 14 Shah, S-h-a-h. I'm the state public health laboratory
14 15 director, Board Certifie  d director for Lansing as well as
15 16 regional laboratory sy  stem, and | manage Kent County
16 17 laboratory for State of Michigan.
i; 18 Q So you've been doing some COVID tests, I'm guessing, the
19 19 last few months?
20 20 A Oh,mygoodness. Ithas been 24/7, 365 almost. | haven't
21 21 had a day of vacation  yet, not even a weekend, so --
22 22 Q It sounds like you might get some next year, but you're not
23 23 doing a vacation anytime soon. But --
24 24 A lhopeif last that long.
25 25 Q Thereyougo. There you go. So justto confirm, you just
Page 2 Page 4
1 TABLE OF CONTENTS 1 said you're --
2 PAGE 2 MR. ELLISON: Sorry. Pam is waving at us.
3 3 REPORTER: Phil, your -- could you turn your
Examination by Mr. Ellison.............. 4,51 4 volume up a little bit, and, Doctor, could you turn yours
4 Exam@nat?on by Mr. Kenpedy ................ 43 5 down a little bit?
. Examination by Mr. Levine. .. .............. 49 6 MR. ELLISON: Oh, sure.
6 7 THE WITNESS: Absolutely.
7 8 MR. ELLISON: Yeah, how about we do that? [l
8 9 move my mic. Is that better?
9 10 REPORTER: That's better. Thank you. Sorry for
10 11 interrupting.
11 12 MR. ELLISON: No problem.
12 13 THE WITNESS: No problem.
13 14 MR. ELLISON: | was going to say I'm normally not
14 15 accused of being too quiet in a situation, so that's new.
15 16  Q So, anyway, I'mjust goin g to jump in and ask you some
is 17 questions here. Obviously you sat just through the
18 18 deposition of Dr. Callo-Lyon. Isiit --
19 19 A Sarah Lyon-Callo.
20 20 Q Lyon-Callo? Igot it back- -- I knew that it didn't sound
21 21 right. Lyon-Callo. I'm going to have just some follow-up
22 22 questions with you on this , and then we'll turn it over to
23 23 the other guys here. Have you ever done a deposition
24 24 before?
25 25 A No, this is the first one.
Page 3 Page 5
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1 Q Youdid get a chance to see what went on the last time 1 as you say.
2 around. And that's pretty much -- I'm going to ask some 2 Yup.
3 guestions for awhile. If my questions don't make sense, 3 As a stakeholder. The Biobank is a storage repository for
4 don't hesitate, and say, "That doesn't make sense. Restate 4 dried blood spots. It's distinct from State of Michigan,
5 it." You know, you're not going to hurt my feelings at all 5 different entity. It's a 501(c), whatever they call a
6 with this. 6 nonprofit agency and the stakeholders run it. By
7 And | think we only had one thing last time 7 stakeholders we are one, and obviously other university,
8 around. Occasionally the lawyer might object to the 8 like the University of ~ Michigan, Michigan State University,
9 guestion. Unless Mr. Levin directs you not to answer the 9 Wayne State University, th ey all participate in this, and
10 question, you still answer all questions, and later on the 10 they're all part of running the neonatal Biobank for
11 judge decides whether the question that was objected to was 11 dispensing the blood spot s to potential researchers.
12 improper in some form or fashion. Okay? 12 Okay. And why -- | guess le t me ask this question: Why --
13 A Okay. 13 let me go back, maybe a half step back. Were you involved
14 Q Anyway, all right. And you are here, also, as | would note, 14 with the formation of th e Biobank back in -- and I'm just
15 here in your official capacity, which is basically you're 15 spitballing here -- around 2010?
16 the -- I've sued you as the agent of the department that 16 No.
17 way. So your questions are not on your behalf but on behalf 17 Okay. How did you get on to this -- and I'm going to call
18 of essentially your agency as a department -- as part of the 18 it the "board,"” and | treat it as a board of directors, but
19 department; fair enough? 19 on this board or you call it "stakeholders." How did you
20 A Uh-huh; sure. 20 get assigned to that particular responsibility?
21 Q Okay. Now, occasionally -- | was just going to say I'm glad 21 This was in 2012, December,  when | took over as the state
22 you did that because occasionally | may say, "Is that a 22 public health laboratory director. Before that | was in
23 'yes, or is that a 'no'?" That's just because we're human. 23 infectious diseases, so | was not part of the chain of
24 | can see you and know what reaction it is, but Pam on here 24 command for ne  wborn screening program.
25 has got to write it down in verbal form in some fashion. So 25 Well, did the person who held your current position before
Page 6 Page 8
1 with that being said, let's get underway. 1 you serve in that role on the Biobank board?
2 What -- and | know we've talked a little bit 2 Yes, | believe so; yes.
3 before with Sarah about the BioTrust. Can you explain, from 3 And what role does -- what activities or what
4 your perspective, what is the BioTrust within the Department 4 responsibilities does the board have in relation to the
5 of the HHS? 5 Biobank as an entity?
6 A Absolutely. The BioTrust is a program that's run by the 6 So the board oversees the storage program, so to say. They
7 Department of Health an ~ d Human Services, and this is to 7 look at how the blood spots are stored, in what manner, how
8 oversee Michigan's storag e spots, the dried blood spots and 8 secure everything is. The promotions that the blood bank
9 their potential use in he  alth research for overall good. 9 usually do with other re  searchers, other centers that are
10 The BioTrust encompa  sses also outreach and community 10 potential clients, all that is reviewed by the board
1 engagement policy, develo  pment as well as coordination and 11 probably two or three times a year and we look at the
12 approval of research from  that blood spot. So that's the 12 finances of the Biobank, if everything is okay, and we
13 BioTrust. 13 discuss potential problems, if there are any, as a group, as
14 Q Okay. Now that's separate from the newborn screening 14 a board.
15 program, | guess -- | don't want to say "theoretically," 15 Okay. And, | mean, just to shortcut this, you would agree
16 but, I mean, there's kind of an invisible line, if you will, 16 that the Biobank is st oring, managing, cataloging, and
17 between those two programs; is that fair? 17 assuming control but not ownership of the blood spots in
18 A Yes. The newborn screenin g program is the testing program, 18 infants that have been sent there by the department
19 and this is for potential research coming out of those spots 19 following the completion of the newborn screening testing?
20 that we save. 20 That is correct. They are a repository only, and an
21 Q And we've talked today obviously about the Michigan Neonatal 21 institution that will dispense this blood spots as required,
22 Biobank, and I'm just going to call it "Biobank" for short, 22 when ordered to do so.
23 as we've been doing throughout today. What role do you have 23 Is there any particular reason that you know of why the
24 in relation to the Biobank? 24 state has utilized a private, nonprofit entity as a storage
25 A |siton the board of Michigan Neonatal Biobank, or Biobank, 25 facility that -- | mean, from my -- this is my
Page 7 Page 9
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1 perspective -- would be outside of the normal controls of 1 that.
2 government to store these blood spots? 2 Q [I'msorry. |getthose western -- I'm from the eastern side
3 Yes, of course. As a state entity, if | had to do this, | 3 of the state. The Va n Andels and DeVoses, | get them
4 couldn't. | don't have the resources. | don't have room. 4 backward sometimes on those things, but, yeah.
5 I don't have space. | don't have personnel and the 5 A Sothe reason Van Andel Institute is used is they are the
6 expertise that this private organization has and that's why 6 ones who are providing the software for cataloging all these
7 we utilize them. If | had to do it it would be much more 7 blood spots. If we had to buy that software, we would close
8 expensive, no funding for it. 8 the program. This software is available for free for us to
9 Okay. But the department -- as we heard from Sarah, the 9 use from Van Andel, and that's why they're part of it.
10 department actually does contribute money towards this 10 Q Why do they supply -- do you know why they supply the cost
11 particular -- towards the op eration of the Biobank. | mean, 11 or the software itself?
12 would you agree with that in your role at -- and I'm asking 12 A Ingood faith to prom  ote research for human good.
13 you today as -- on your behalf of your role today in your 13 Q Would you agree -- and | didn't ask Dr. Lyon-Callo this, but
14 deposition today if you agree with that position. 14 would you agree that the testing results from the newborn
15 Yes, of course. And it's only a partial funding. We -- 15 screening -- we've seen numbers along the lines of one in
16 other entities like Un iversity of Michigan, other 16 every 500 children or one in every 400 children gets flagged
17 stakeholders, let me put it that way, they also contribute. 17 as a potential health concern based on that. Is that
18 Okay. How is -- | mean, | ooking at the board of directors, 18 consistent with what you understand the numbers are? | know
19 we have the DeVos (sic) group, which is a -- we'll call it a 19 very obviously, depending on what group you look at, but is
20 private organization. You have three universities, and you 20 that a fair representation of the statistics of what you're
21 have this -- just for a shortcut -- the State -- right? -- 21 finding through the screening program?
22 our representatives of the Health and Human Services. Is 22 A Yes, | would agree to that. Normally if | had to put a good
23 there any reason why you don't have somebody who takes my 23 average in front of you it will be about 275 kids that come
24 view of the world, which is that this has got medical 24 down with life threatening problems out of 100,000 babies
25 privacy and medical and constitutional issues, to serve as a 25 born in Michigan. This is on a yearly basis. Sometimes --
Page 10 Page 12
1 stakeholder on that board? 1 from testing sometimes we have more babies, but then we
2 | would rephrase that question again for my proper 2 confirm the testing by doing confirmatory tests and we
3 understanding. 3 either eliminate those babies, or we include some. But on
4 | guess what -- I'm under- -- what | see is -- and, again, 4 the average, about 275 babies identified out of 100,000.
5 this is my representati on, my viewpoint as I'm trying to 5 Q Outof100,000?
6 articulate to you. You've got three universities who are 6 A That could be the right statistics, yes.
7 all potential beneficiaries of the blood spots they need for 7 Q Okay. You --again, I'm going to just keep this short-
8 their research work that 's being done by employees and 8 circuited here. Would you agree with Sarah's assessment
9 researchers at their universities. The DeVos Group has got 9 that before 2010, that -- excuse me -- before 2010, that
10 medical research interest in there. The state obviously 10 consent for medical research purposes was not obtained from
1 wants someone to, as you just mentioned, make it more cost 11 parents for blood spots being held today at the Biobank that
12 effective to store these suckers. 12 are qualified -- that are owned in a qualified manner by the
13 Is there an y particular reason why stakeholders -- 13 department?
14 like there's no parents or specifically parents or someone 14 A Correct. It was not obtained. This was a new program.
15 like myself who you guys have come to -- have to come to 15 BioTrust was just coming up, just evolving, so it hadn't
16 learn that I've got some objections to this particular 16 been thought about yearly.
17 program, why there aren't others on that board outside of 17 Q Now, | know we've mentioned you're a doctor. You have a
18 kind of basically the ones who benefit from having access to 18 Ph.D.
19 blood spots? 19 A VYes.
20 All the stakeholders, they have contributed something in 20 Q You'e in the same club with my wife; right? Another Ph.D.,
21 order to be on the board, to be honest with you. | think 21 you know, that way. | guess, do you have -- | mean, as part
22 what you're calling "DeVos" is probably Van Andel Institute. 22 of your -- part of your education, do you have medical
23 Is that what -- well -- 23 training?
24 Q VYeah, Van Andel. 24 A | have medical training. | am the -- my Ph.D. -- my
25 A Okay. ThereisnoDeVo s that | know of, | can tell you 25 doctorate degree is in veterinary medicine, and | have a
Page 11 Page 13
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1 master's degree  in human microbiology. 1 A IRBis aboard, and my conclusion will be yes.
2 Q Okay. So, | mean,|guess -- | mean, I'm not trying to poke 2 Q Okay. Isthere any -- in your mind, is there any limits,
3 fingers or anything here , but would you categorize yourself 3 again, as a public health -- on the public health -- excuse
4 here as a public health -- | hate to -- 4 me -- public health perspe ctive as opposed to legal -- as to
5 A Laboratorian. 5 when -- as to how much consent needs to be obtained when
6 Q --expert, but, | mean, you' re a person that is learned in 6 consent is not obtained from the very person -- you know,
7 the ways of public health. Would you agree with that? 7 their human material -- wh en they, themselves, haven't given
8 A Yes, Iwould. | am a public laboratorian. 8 that consent? | mean, is there any principles, or is there
9 Q Okay. | heard that phrase earlier, and I've never heard 9 any standards that guide, as a customary practice in your
10 that phrase before that way and that was a new one on me, 10 particular field of expertise, that would say -- you know,
11 but -- would you feel that in -- someone of your position 11 obviously you've said so far an IRB approving something is
12 and with your education would be able to comment about the 12 acceptable. What would be unacceptable? What would be on
13 necessary consent that is required for medical research 13 the other side of that line?
14 purposes such as the one being undertaken through blood 14 A Unacceptable would be if we were doing research by
15 samples from the Biobank? 15 identifying the individuals. That would be wrong. If we
16 A VYes. 16 would be -- doing research that is outside of human good,
17 Q Okay. Allright. So my question would be to you -- would 17 that would be objectionable, and | won't agree to that. In
18 be is, do you believe, based on the practice of what is 18 this case, there is no harm done. There is only benefit.
19 informed consent, that a sufficient amount of informed 19 The research only provid  es good data for improvement of
20 consent was obtained from the parents of newborns prior to 20 newborn screening progra  ms or development of new tests,
21 2010 to authorize their use in medical research studies, 21 development of new equipment, maybe more advance and so on.
22 but, you know, for the blood spots that are being stored in 22 There's no harm done.
23 the Biobank? 23 Q Okay. | asked this of Sarah, and I did it somewhat
24 MR. LEVIN: | will object just to the extent it 24 inartfully before, an d I'm probably going to do it
25 calls for a legal conclusion. 25 inartfully again right now. But what | was asking her was
Page 14 Page 16
1 Q Go ahead, Doctor. 1 is that for some reason if the judge said, "I'm ordering
2 A Yeah. | would leave it to my legal experts to provide an 2 you" -- you know, "Dr. Shah, to do the following things as
3 opinion on that. If it had to personally say something, | 3 it applies to the retent ion of newborn blood," would you be
4 would say, "Well, it didn't exist back then." As soon as we 4 the right person to be that person where that would be
5 realized we had to do something, we instituted it, and that 5 directed at? Meaning you're in charge, have enough
6 is past, | guess, May of 2010. 6 sufficient authority to direct the Biobank and the BioTrust
7 Q Okay. Are you aware -- | mean, there was a case that -- 7 about new -- about the retention utilization of newborn
8 there was a challenge to Texas's newborn screening program 8 blood samples being stored at the Biobank?
9 about the retention of blood spots, and it resulted in -- 9 A I would be one of the persons, not the only.
10 and, again, I'm just making my representation to you here, 10 Q Okay. Would Sarah be the other one, Dr. Lyon-Callo?
11 is that it resulted in Texas deciding to destroy almost 5 11 A Dr. Lyon-Callo would be the other one.
12 million blood spots. Are you aware of that circumstance? 12 Q Anybody else in your opinion?
13 A Atone time | did happen to read a little bit about it. 13 A Sure. We would definitely consult with the chief medical
14 Yes, I'm aware of it. | don't have the details as to why 14 executive of DHHS  and the director of DHHS.
15 they had to destroy so many spots. 15 Q That's Dr. Joneigh Khaldun?
16 Q Okay. 16 A Yeah, Dr. Joneigh Khaldun and Robert Gordon is the director.
17 A That's a big loss to the human research in this nation. 17 Q Isthe director? Okay. We've all come to learn Dr. J --
18 Q So--and, again, I'm not asking you to draw on a legal 18 right? -- from the press conferences, obviously, the last
19 conclusion here. I'm simply asking in your role as someone 19 ten months of COVID world. Let me ask this: Obviously
20 who is in a public health profession -- 20 knowing Robert Gordon is the director of the agency, and if
21 MR. ELLISON: And, Aaron, | will acknowledge your 21 he directed you to do something relative to the program, you
22 objection about calling for a legal conclusion. 22 would be subject to his directive ultimately -- correct? --
23 Q The IRB's can decide in lieu of parents or the persons 23 as it applies to the BioTrust?
24 themselves to provide consent for medical research of blood 24 A Yes. Itwould be a directive that we would study as a group
25 spots taken at birth, in your opinion? 25 and make sure that it is the right directive.
Page 15 Page 17
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1 Q Okay. So-- 1 Now, up to that point right now I've been trying
2 A Mr. Gordon is not a scientist. 2 to fight about that, and we -- that's now not part of the
3 Q So,lguess--let me ask -- let me put it this way: The 3 case right now based on some court rulings. And then from
4 bucks would stop with him as the head of the department? 4 that point forward is when the BioTrust program kind of
5 A No,itwould not. It would be one of the opinions because 5 kicks in and takes over. It takes those residuals, ships
6 he's not a scientist. So we will evaluate the order based 6 them over to the Biobank, and then, of course, we'd have the
7 upon science. 7 research issues and things of that nature. Is that -- |
8 Q Okay. Let me ask it this way because | want to make sure 8 know it's an overly simplistic view, but is that a fair,
9 that I have named the right people in this lawsuit, is what 9 high-level overview of start to finish of the chain of
10 I'm trying to make sure | understand. Is there anybody 10 different entities that we've talked about today and Dr.
11 else -- | mean, | know you -- what | tend to find -- and I'm 11 Lyon-Callo has talked about as well?
12 just going to be frank with you and speak candidly, as | 12 A VYes.
13 already have been -- nobody seems to be the ultimate 13 Q@ Okay. I wantto know then, after the newborn screening
14 decision-maker in this department because you guys all work 14 program is complete and the testing -- or excuse me -- and
15 together largely as a team. Okay? And that's just my 15 the storage and the medical research part begins --
16 observation, and | don't fault anybody for that, but as a 16 right? -- you know, at that point going forward, all the way
17 lawyer somebody has got to be the decision-maker; right? 17 through the Biobank and re search -- is there anything that's
18 Someone -- the buck has to stop with somebody, and usually 18 being done at that particular point that makes a child
19 in the legal profession. Who, in your opinion, would be the 19 specifically at risk if those activities do not occur on a
20 person that would be the decision-maker for the way the 20 child-by-child basis?
21 BioTrust operates as it applies to newborn screening blood 21 A No. Unless there were abnormal results, then it would
22 sample residuals? 22 trigger some actions on our part.
23 A Are you looking for a dictator? We're not. I'm sorry. 23 Q And to be fair, what | understand is if there's abnormal
24 It's kind of funny, but, yeah. 24 results, that's still part of the newborn screening program
25 Q It's aweird question, | know, because -- you know, there's 25 as opposed to the BioTrust; is that right, or am | wrong
Page 18 Page 20
1 inherently a disconnect, obviously, between the way 1 about that?
2 scientists approached issues as opposed to lawyers 2 A Thatis correct.
3 approaching issues, obviously, and the law approaches 3 Q Okay. Allright. So my question, to make sure we're on
4 issues. | guess | just want to make sure --is Dr. J 4 clear, so from the BioTrust point forward, that's the time
5 somebody I'm going to need to add to this lawsuit? Is she 5 frame I'm talking about.  There's nothing specifically by --
6 someone that's got supervisory authority that should be part 6 if they did not store that blood sample, a child's life
7 of this? Is there -- is it just -- or is it just Director 7 would not be necessarily in eminent danger in any way; fair?
8 Gordon? Obviously you two, you and Lyon-Callo both have 8 A Thatwould be fair, but if we had to repeat the test, we
9 direct supervisory contro | over the program. Is there 9 would lose that ability to doit. If we had to runa
10 anybody else that | need to be focused on about the way the 10 quality assurance, we  would lose that ability as a
1 BioTrust operates going forward, in your opinion, in your 1 laboratory.
12 role within the department? 12 Q Butyou could agree with me that if you guys needed a blood
13 A To answer that question today, | would say no, because the 13 sample, you could call the parents and ask them to provide a
14 others have not been involved at all. They're all new 14 second blood sample; true?
15 people, and so Sarah and | -- Sarah, meaning Dr. Lyon-Callo, 15 A ltis not same as the original blood spot because the
16 and |, we are the chief entities here. 16 metabolites change. That's ~ why we have that window between
17 Q Allright. Very good, and | appreciate that. | appreciate 17 12 and 24 hours to draw th e blood because it represents a
18 you sticking with me as | flub my way inartfully through 18 specific status. It changes if it's delayed.
19 that. So a couple other questions | have, once -- let's set 19 Q Have you -- I'm going to sw itch gears here a little bit, and
20 up the time frame here. The hospital has a child that's 20 have you seen the brochure -- and it's called, "Your Child:
21 born at it; medical pers onnel conduct the heel prick test, 21 Your Blood Spots," or, "Your Child's Blood Spots" brochure
22 distract that blood, put it on a Guthrie card or a DBS card 22 that was referenced? | just call it the "brochure.” |
23 I've seen them called, t oo. It's shipped over to a state 23 don't know what the title is offhand.
24 laboratory, which you're in charge -- that's your division 24 (Witness shares document via video)
25 you're in charge of. The testing is done. Okay? 25 Yup, that one right there; yup. Thank you. If a parent did
Page 19 Page 21
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1 not receive a copy of that brochure prior to signing the 1 it is, the BioTrust and the Biobank portion of this
2 consent form, would you, as a public health official, a 2 particular program from start to finish?
3 public health -- a person learned in the ways of public 3 A 1would say most of the times everything goes well. It's
4 health -- believe that th e parent had received sufficient 4 occasionally that we hear something in Sarah's group -- |
5 informed consent wh en signing the consent form? 5 mean, Dr. Lyon-Callo's group. They try to correct it every
6 MR. ELLISON: And, Aaron, | will acknowledge, 6 time. And human beings are involved here, so mistakes can
7 because I'm guessing you're going to want to jump in with a 7 occur under pressure. That ‘s what we're dealing with here.
8 legal -- I'm not asking a legal here, so I'll acknowledge 8 Q When would you expect the hospital to have provided that
9 that objection righ t now. Save you the call. 9 information where the pare nt would be in the best position
10 MR. LEVIN: Thank you. Thank you. 10 to make an informed decision about this -- about whether or
11 MR. ELLISON: Yup. 1 not they want their newborn's blood sample to be part of the
12 But, Doctor, what do you say about that, as a public health 12 BioTrust and the Biobank portion of this system?
13 official, about if a person did not get that brochure? 13 A To me it should happen right before the blood spots are
14 | have to agree that if the brochure was not given, that 14 taken. It could happen when the mother was admitted
15 would be a wrong practice, and if we knew about it, | would 15 hopefully, but different departments of the hospital deal
16 let Sarah know, Dr. Lyon-Callo, and her group will try to 16 with these scenarios. | can't expect the admitting person
17 reeducate the hospital or wherever this took place. This 17 to actually handle thes e kinds of things. It's really
18 brochure and the consent form and everything has to be given 18 almost impossible. So that's why, yup.
19 when the blood is taken from the child. Simple as that. 19 Q well, wouldn't it be more ideal, though, to say -- and |
20 Okay. Well, let me -- an d | appreciate your answer, but 20 guess Ms. Sarabh testified that one-third of birth are -- |
21 it's not quite what | as ked. My question, though, was is 21 don't want to say "unplanned,” but just spur of the moment
22 that would you, as a public health official, conclude, based 22 sort of things, weren't planned. That means two-thirds.
23 on your experience and education and understanding of public 23 That means you said there's 100,000 births a year. That
24 health issues and testing and IRB's, and, you know, 24 means 66,000 births a year are well-planned out ahead of
25 everything else, that if a parent did not receive the 25 time. Wouldn't it make more sense that if a person -- if
Page 22 Page 24
1 brochure that they did not get sufficient -- they were not 1 the goal of the departme nt was to make people fully and
2 sufficiently informed about the Biobank and the BioTrust 2 fairly, as best possibly, informed about the newborn
3 program to be -- to have -- to be able to give informed 3 screening program, the BioTrust program, the Biobank
4 consent? Would you agree with that? 4 program, that the best time would have been a few weeks
5 MR. LEVIN: Same objection, but proceed. 5 before showing up rather th an mom is in labor or right after
6 It would concern me. If so mebody had to point out that they 6 when mom has just given birth 12 hours before?
7 did not get this, it would concern me, yes, absolutely. 7 A Inorder to do that, how do we know who is pregnant, who is
8 Would you say that would just simply be attempted consent or 8 going to go to which hospital or even going to hospital?
9 attempted informed consent but not actual informed consent? 9 There are some who don't go to hospital. They've called
10 I'm trying to box -- I' ‘m not joking. I'm not -- I'm trying 10 somebody home. I've seen that. This is difficult to
1 to box you in. There's no -- I'm not -- you know, | don't 1 ascertain. How do you do that?
12 make any qualms about it. I'm trying to box you in right 12 Q Well, that's one of the be nefits of being a lawyer, | don't
13 now to say, you know, if -- you know, basically if a parent 13 necessarily have to give the good answer for this. | get to
14 was just given the card and no context with the brochure, 14 ask the questions; right? So let me ask this then: Let me
15 does that, based on your experience, fail to provide enough 15 ask you -- and | don't mean to be intruding on your personal
16 information so that the parent could not have given informed 16 life, but do you have children?
17 consent? 17 A Yes,sir. I've got -- I've got two grandchildren, too.
18 Simple answer is, yes. But if | was a parent, | would 18 Q Two grandchildren? Well, congratulations.
19 legitimately ask, "What is this? Explain this to me." You 19 A Thank you.
20 and | have both seen  hospital bills; right? Don't we 20 Q You've bought your way into heaven now with those
21 question that? Same thing here. 21 grandchildren. All right? So -- that's what | tell my dad.
22 Same question | asked Sarah. Do you know what is the 22 The father that's giving gifts to my son is not the same
23 customary or no rmal practice of when a hospital presents the 23 father | grew up with . | can tell you that, so -- but,
24 brochure and the consent card to a parent to seek their 24 anyway. You know, interests change in time, you know.
25 consent for -- and, again, just because the case is the way 25 A VYes.
Page 23 Page 25

7 (Pages 22 to 25)




Case 1:18-cv-10472-TLL-PTM ECF No. 148-8, PagelD.8080 Filed 03/8%/21 Page 8 of 24

KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SANDIP SHAH, PH

1 Q Soanyway. You know, when your wife gave birth to your 1 to us when we first go t to the hospital and said, "Hey,
2 children, and, you know, it's a -- you would agree it's a 2 you're going to be in labor for awhile. Here's something
3 stressful, trying, difficult process having a woman giving 3 that we have to make a dec ision on, and we want you to think
4 birth to a child. |1 mean , | think we can agree to that, 4 about it before your child arrives.”
5 couldn't we? 5 Wouldn't that have been a better time? Even if
6 A Yeah. And | like to smile. You're young when you have a 6 it's not weeks in advanc e, at least it would give us a
7 child born. Okay? You have different hormones. I'll be 7 better chance of being more properly informed about the
8 tired but not when | was young. 8 options that we had availa ble to us to make that the best
9 Q Somy sonwas born two weeks early and this is my story to 9 informed decision. Wouldn't that be a better time from the
10 put this in context. My son was born two weeks early. | 10 department's perspective if the goal is to get -- really,
11 literally that day was ha ving the window guys replace the 1 truly get informed consent?
12 windows -- all the windows in our house that day. So half 12 A Good argument and department would not have objection to
13 the windows were gone, decided today was the day to show up 13 that. This is hospital pr  actice as to when they are able to
14 two weeks beforehand. And we go to the hospital, and he's 14 do this. As | mentioned,  when the patient is admitted, this
15 born at 3:30 in the afte rnoon. We had some medical issues 15 would have been given at the same time, but are they able to
16 where he had to be admitted to the neonatal unit and the 16 do that? What other difficulty does the hospitals have?
17 nurse presents to me, afte r being at the hospital all night 17 That that would be question for them.
18 at 6:00 o'clock in the mo rning, the card. Not the brochure, 18 (Mr. Hendricks exits deposition)
19 just the card. Okay? 19 Q Right. Well, let me ask this: What steps does the
20 Would that, in your -- looking at that as an 20 department take that assist or otherwise direct the hospital
21 example, would that -- and again, understanding that we 21 on how to effectuate seeking informed consent from parents?
22 don't necessarily -- can't control all facets of nature. 22 A Training. Departmental wide training to all the working
23 I'l be the first to -- as the father of a young child, | 23 places including hospitals.
24 can say we can't control all facets. | don't doubt that. 24  Q Okay. What does training consist of? What does that mean?
25 But wouldn't that -- at  that time frame -- what? -- 15 hours 25 A That's agood question  for Sarah Lyon-Callo. It's her
Page 26 Page 28
1 after the birth of my son and with the NICU issues, that 1 department. | usually don't interfere in the training
2 that would not have been th e best time to ask me or my wife 2 programs. It's done by the newborn screening area in
3 to make an informed deci sion? Would you agree with that? 3 epidemiology.
4 A So out of 100,000 parents I'm hearing this from you. So you 4 Q Okay. But, | mean, would you agree or have any knowledge --
5 have one parent who's bringing this to me out of all of 5 | mean, this is my chance to ask you some questions. But
6 those. 6 would you have any knowledge as to whether the department
7 Q Uh-huh (affirmative). 7 maintains and logs who got what training at what hospital?
8 A That's scenario number one. 8 A Oh, I'm certain about it, yeah. This would be Mary Klein
9 Q VYup 9 who works for Dr. Sarah Lyon-Callo. She would have that
10 A Number two, you may not read it at that time, but you have a 10 information.
11 right to read it like 48 hours, 72 hours, 96 hours after 11 Q Okay. Allright. That's good to know.
12 that, and then again decide whether you want to participate 12 A Yeah.
13 or not. 13 Q Allright. 1asked Dr.-- I'm going to get it right one of
14 Q Right 14 these times. Dr. Lyon -Callo, | asked her about has she
15 A You don't have to decide right away if you're so busy; 15 reviewed the articles that we -- from our experts in this
16 correct? 16 case from Dr. Elizabeth Eisenhauer and Dr. -- or | shouldn't
17 Q That's not what the nurse told me, but | don't want to get 17 say "doctor," Professor Sonia Suter in this case? Have you
18 into that right now. | won't get into that part of it right 18 had a chance to review those at all?
19 now. Let me ask this question: Let's go back -- let's jump 19 A Ihave not.
20 backwards a little bit; ri ght? You know, we went to the 20 Q Okay. Allright. So you're not -- | mean, because you
21 hospital in the afternoon to give birth to my -- you know, 21 haven't reviewed them, you are not prepared to comment on
22 for my wife to give -- no t me, my wife to give birth to my 22 their conclusions or their assertions in any way; would that
23 son. Why wasn't this pr esented -- why wouldn't it have been 23 be fair?
24 presented to me as a matter of good -- if the purpose and 24 A Thatwould be fair, yeah, I'm not.
25 the goal was to be informed consent, why wasn't it presented 25 Q Fair enough, fair enough. All right. Harry Hawkins. |
Page 27 Page 29
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1 know Harry passed away shortly after we started this case, 1 Q Okay. And whatever position you held at that time, were
2 and | never got a chance to meet him because he was the one 2 you -- let me ask this: Were you working with the
3 that signed the letter af ter we did a destruction of sample 3 department at that time in 2010?
4 request. What was his job title -- well, let me ask you 4 Yes, Iwas. lwasinin fectious diseases at the time.
5 this: Was he under your supervisory chain at the 5 Okay. Did you have anything to do with that policy change
6 department? 6 at all? |1 mean, any contribution or any discussion as part
7 A Yes, hewas. 7 of that in your role at that time?
8 Q Okay. What was his position with the department? 8 No, I did not. | was in a totally different area,
9 A He was the section manage  r of newborn screening program. 9 infectious diseases, so --
10 Q Now, where does that put him relative to Mary Klein? 10 See, | know that means something to you like "being
11 A Mary Klein is in a different bureau, epidemiology bureau. 11 somewhere else." To the rest of us, we -- | mean, you guys
12 Q Allright. So what did Harry do? What was his job 12 were just in a big, brick building to the rest of us on the
13 responsibilities as it applies to -- and I'm just going 13 outside; right, so --
14 to -- I'm going to call it the "whole" program. | don't 14 Absolutely.
15 know where he fits in. From heel prick to Biobank, where 15 All right. That takes care of that one. To finish up
16 does he fit into this whole process? 16 another line of thought | had earlier, | had asked you about
17 A So as a section manager of newborn screening testing 17 if a brochure had not been presented to a parent about
18 program, he oversaw all the testing that is done in the 18 whether that was sufficient informed consent. Let me ask
19 laboratory, all 55 different tests that we do at the lab. 19 the next logical step after that would be do you believe, as
20 He had a staff of probably about 20, 25 people under him. 20 a public health official, that if a parent had been given
21 Q Who'sis his replacement? 21 the brochure and the consent card, that that would provide
22 A Hername is Dr. Mary Seeterlin. 22 enough information to successfully provide -- or to
23 Q Okay. I've seen that name, yup. All right. Just to round 23 successfully allow the department to obtain informed consent
24 out this: Harry Hawkins, in that position, did not have 24 from the parents for residual blood spots being used for
25 anything to do -- I mean , relatively speaking, -- with the 25 medical research?
Page 30 Page 32
1 BioTrust or the Biobank; correct? 1 MR. LEVIN: I'm going to just, again, object to
2 A No. Buthewas part of the group discussions when needed. 2 the extent it calls for a legal conclusion, but proceed.
3 Q Butmeaning he wasn't -- he wasn't in charge or had 3 MR. ELLISON: Yup, understood.
4 responsibilities, the day-to-day responsibilities, in the 4 In my opinion, yes, there is a ton of information with these
5 BioTrust portion or the Biobank portion of this particular 5 two pages. It's a very descriptive brochure, and, you know,
6 overall program. Would that be fair? 6 we always improve it almost every year to put as much
7 A Partially. He did see the sample move -- sample, being the 7 information as possible. So if it was read carefully, which
8 blood spots, move to Biobank on a daily basis. 8 should be done by every parent, there would be sufficient
9 Q Okay. 9 information. And there are numbers and contact information
10 A Or weekly basis, however it worked out. 10 here they can contactus  any time, and we're always prepared
11  Q Solthink|getyou. | mean, you don't necessarily draw a 11 to answer any questions or concerns.
12 nice, straight line on all of these? 12 Okay. Do you have any concerns about -- as a public health
13 A No. 13 official, have any concerns about the fact that informed
14 Q Him and his team are prepping these things to go to the 14 consent is not obtained from parents before starting this
15 Biobank; fair? 15 whole process, before the sample is taken, for newborn
16 A Uh-huh; yes. 16 screening, Biobank, Biotrust, and all of these things? Does
17 Q Allright. Forgive me, I' m going to jump back to where we 17 that cause you any pause or any concern in your role with
18 kind of got off a bit here. After May of 2010, the newborn 18 the department or in your role as a public health official?
19 screening program then started requiring -- well, strike 19 MR. LEVIN: I'm going to just, in part, make an
20 that. Let me try again. Starting in May of 2010 and going 20 objection to the extent the question involves some things
21 forward, the BioTrust re quired a form of -- some sort of 21 that are dismissed and not relevant. But, again, proceed.
22 written consent form that we've talked about with 22 MR. ELLISON: Understood.
23 Dr. Lyon-Callo and going forward, were you involved at all 23 So my answer would be the BioTrust program comes later on;
24 with the -- with that change in policy? 24 right?
25 A lwas not the laboratory director at the time, so | did not. 25 Q Right
Page 31 Page 33
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1 A And consent is for that program. Obtaining specimen from a 1 director. | have a specific program to run. | don't allow
2 child, that is something that's mandated by the legislature. 2 those spots to go anywhe  re else for any other testing.
3 That's why we do it. 3 All | have is newborn testing that those 55
4 Q Okay. Isthere any reason why -- well, let me, again -- | 4 parameters that we check fo r, and that's it. Then it goes
5 appreciate you allowing me to be contextual here today with 5 into storage. Yes, BioT rust comes in later on, but we have
6 our discussion. 6 boards that monitor the re search activity. We only allow
7 A Okay. 7 activities which pertain to public health for benefit of
8 Q Understand -- I mean, Mr. Levin has been pointing out today 8 all, for public good, for getting better testing in the
9 that this case has two parts. And one case was -- part of 9 future, for discovering more and so on.
10 it was dismissed, which was the newborn screening challenge 10 Q Okay. Let me ask --
11 part of this, not on the merit but on some legal 11 A I'ma public health advocate, so --
12 technicalities that you don' t need to worry about, and we're 12 Q |Igetit. |getit
13 here about the newborn or the BioTrust and the Biobank 13 A Yeah
14 portion of this case. 14 Q AndI'm a privacy advocate, so | --
15 From my aspect, and let me just say this to you -- 15 A There you go.
16 and this is my representation -- is that if | was really 16 Q Butlet me say this: Isn'tit true, though, that as a
17 concerned about the State getting access to my child's 17 parent | could have every one of those 55 tests done
18 medical and genetic data, the best and safest way to ensure 18 privately in a private lab?
19 that would be is to prevent the test -- any testing, the 19 A You probably could, and you could do it at Mayo lab, and it
20 extraction of the blood ev er, in the first instance. Okay? 20 would cost you probably a couple of thousand bucks. If
21 And I'm not trying to impede on the case -- part of the case 21 you're ready to pay for that, you should -- when you reach
22 that we're not on here. 22 the hospital, you should make it clear to them. And if they
23 But | guess what I'd want to understand is would 23 allow you, go ahead.
24 you agree with me that if my interest, as a parent, was to 24 Q Okay.
25 make sure that my child's medical, private data which can be 25 A Would they come and get your spots within 20, 24 hours, I'm
Page 34 Page 36
1 extracted from blood samples -- all sorts of information can 1 not sure how that whole thing would work. This has been
2 be extracted from that -- th at the best way to do that would 2 tried elsewhere in other countries, and it hasn't worked.
3 be to prevent the Sate from even starting the newborn 3 Q Butthat would be -- but you would agree that if the State's
4 screening process to begin with? Would you agree with that 4 interest -- you know, the interest of the public health was
5 position? 5 to get that information to make sure that the child did not
6 And | guess then, before you answer, let me take 6 have one of those 55, you know, tested for diseases, it
7 it one step further because we heard -- let me look at my 7 could be done without the intervention of the State, and by
8 notes for a second. Yeah, Dr. Lyon-Callo testified that 8 extension, would prevent private medical data being stored
9 even if the blood sample is destroyed, all of the medical 9 in the database and prevent those blood spots from being
10 data extracted from that sample is still retained 10 used by -- potentially us ed by researchers in the future?
1 nonetheless. Wouldn't it make the most sense as a parent if 11 Wouldn't that be an alternative that would solve the concern
12 I had the really, truly in terest that | didn't want the 12 that testing needs to be done, but at the same time protect
13 State to have that kind of information, that I'd cut it off 13 the privacy of the infant?
14 at the beginning rather than later on in the process when 14 MR. KENNEDY: Objection. It's an improper
15 the data is still going to be retained anyways? And | know 15 hypothetical.
16 I'm giving you tough ques tions today, and | appreciate -- 16 MR. LEVIN: And I'm going to object to the extent
17 A No; no. Believe me, this is not tough. | can tell you in 17 it calls for a legal conclusion.
18 two words what you just said is a flawed thinking. 18 MR. ELLISON: It must be a good question, because
19 Q Okay. Why is that? 19 they're objecting like cr azy; right? And I'm just -- |
20 A Because thistestingis fo  rthe benefit of your child. It 20 was -- we're laughi ng. We're joking here.
21 is a public health testing. This is not to extract any DNA 21  Q Butgo ahead, Doctor. What say you to that? | mean, what
22 information or anything else. The State does not have any 22 do you say to that respon se to that argument right there in
23 of that information. You know, frankly, did anybody ask, | 23 your role as a public health officer?
24 would not allow them to even come nearby me. No, I'm not 24 A So, again, | would say that's flawed thinking . So here what
25 going to allow -- I'm a state public health laboratory 25 you're proposing is the State has it's testing data, which
Page 35 Page 37
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1 it has to keep by the a  ccrediting agency. We are accredited 1 will not use th e certificate to withhold that
2 under the College of American Pathology nationwide. We have 2 information.”
3 to keep our testing data in order for any audit in the 3 Q Okay. So having read that, are you aware of any instance in
4 future. 4 which the BioTrust or th e Biobank supplied a blood sample as
5 Now, if you want to do this private lab testing, 5 a result of a subpoena being issued for access to be
6 go ahead and do it. Do you think a private lab is going to 6 delivered -- for deliver y and access to a blood sample?
7 retain this data? Yes, they will, and they'll retain it 7 A The only incidence | knew was one time when the police asked
8 precisely for the same reason for future audits by their 8 for identification of ~ a person, and that was it.
9 accreditation agencies. All laboratories have to undergo 9 Q Uh-huh (affirmative).
10 this. They have to retain data. We cannot get rid of it. 10 A And no other incidents that | can remember.
11  Q Do you have any knowledge about law enforcement accessing 11  Q Sointhat one instance right there, they didn't use the
12 blood samples for law enforcement purposes? 12 certificate of confiden t- -- what is it? -- certificate
13 A Ido have knowledge only for identifying the person and 13 of -
14 that's it, and it is very well spelled out here in the 14 A Confidentiality.
15 certification of confidentiality. It's very well-written. 15 Q --of confidentiality then, did they?
16 (Witness reviews document via video) 16 A I'mnotsure whattheydi  d. You know, this was a few years
17 Q Right. Where does it say in there -- could you read that? 17 ago.
18 Go ahead and read that into the record, that statement right 18 Q Butthey did -- but you can say they complied with the
19 there in that -- I'm glad  you have that brochure in front of 19 subpoena and provided the sample; correct?
20 you. Could you read that? 20 A Because it was for identification purposes only, nothing
21 A Oh, sure. Can | geta reading glass, please? 21 else.
22 Q Oh,sure. 22 Q Was there -- where in that statement right there, it says,
23 A cCanlgetit from here and -- 23 "Except” -- "Will use the confiden-" -- "the certificate of
24 Q VYes; yes; yes; yes. Absolutely. 24 confidentiality except for to identify crime victims"?
25 A Sorry. I'm showing my age here. 25 There is no exception for that in there, is there?
Page 38 Page 40
1 (Off the record) 1 A Let'ssee. Let melook at it again. It does say -- in the
2 Q Allright. Go ahead. Could you read that section of the 2 first paragraph it said, "The BioTrust can use the
3 brochure, please? 3 certificate to resist any demands for information that would
4 A Yes. So for law enforcement it says: 4 identify you except as explained below.” And in below
5 "The BioTrust can use this certificate to legally 5 lines, they are saying, you know, that you can provide this
6 refuse to disclose information that may identify you in 6 without using the certificate if it is just for
7 any federal, state or local, civil, criminal, 7 identification purpose.
8 administrative, legislative or other proceedings. For 8 Q Idon'tknow if | read it that way, but that's a legal fight
9 example, if there is a court subpoena, the BioTrust can 9 that the lawyers will have later on on that. | appreciate
10 use the certificate to resist any demands for 10 that, so --
1 information that would identify you except as explained 11 A I'mnotalawyer. I'mjusta poorly paid, hard-working,
12 below." 12 poor scientist. What can | say?
13 The below part is: 13 Q Well, | was going to say we're glad you're there because
14 "The certificate cannot be used to demand for 14 otherwise the rest of us wouldn't be able to go to work to
15 information from personnel of the US federal or state 15 be able to -- we'd be all stuck hiding from COVID. So we're
16 government agencies sponsoring the project and that 16 glad you're there.
17 will be used for auditing or program evaluation of 17 So the only other question | had was -- because
18 agency funded the projects or information that must be 18 this wraps up for me -- looking at my notes, | think I've
19 disclosed in order to meet the requirements of the 19 got everything checked here | wanted to ask you. Let me
20 Federal Food and Drug Administration. It does not 20 check one more thing real quick. Forgive me, | know the
21 prevent you or a member of your family from voluntarily 21 answer to this , but this is my chance to ask the question.
22 releasing information about yourself or your 22 As part of your responsibilities working as part of the
23 involvement in this research. If an insurer, medical 23 BioTrust, you don't ever obtain a warrant from a judge or a
24 care provider or  other person obtains your written 24 magistrate before taking these samples into -- I'm going to
25 consent to receive such information, then the BioTrust 25 use the word "custody," but possession, custody, whatever
Page 39 Page 41

11 (Pages 38 to 41)




Case 1:18-cv-10472-TLL-PTM ECF No. 148-8, PagelD.80838 Filed 08/8%/21 Page 12 of 24

KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL

DEPOSITION OF SANDIP SHAH, PH

1 you want to say, as part of the BioTrust; correct? 1 would do the testing for them. We are a part of CDC.
2 A Correct. 2 Q Soallof the testing that's done by DHS here, the one who
3 Q Allright. And, again, -- | know, again, Mr. Levin has 3 ultimately oversees it; is that accurate?
4 pointed out there is different parts to this case, but 4 A Thatis accurate.
5 because | want to talk from the start to finish on this, in 5 Q How long have you worked with the newborn screening program?
6 the beginning before the sample is taken, you, as part of 6 A Eight years now.
7 your responsibilities with the BioTrust and the Biobank, you 7 Q Okay. And do you recall -- Dr. Lyon-Callo testified
8 don't get a warrant at the front end of this thing from a 8 earlier, | believe, that there have been a number of new
9 judge or a magistrate to seize those samples for BioTrust 9 diseases or conditions that have been able to -- you've
10 and Biobank purposes; correct? 10 developed tests to screen for in the -- recently; is that
11 A Correct from my side, but, again, this is a legal question. 1 correct?
12 Q You don'thave a team of lawyers running down to the 12 A Yes. Onthe average, about two tests are added every year.
13 courthouse every time someone is born; correct? 13 We depend on the federa | government to tell us which ones
14 A Right; correct. 14 are approved to be te  sted, and we certainly follow up.
15 MR. ELLISON: Doctor, it has been a pleasure 15 Q Sointhe eight years that you've been there, would it be
16 talking to you today. | thank you for your time. And as | 16 fair to say that roughly 15, 16 new conditions have had
17 noted before we started, | also thank you for your service 17 tests developed for them?
18 in the fight against COVID. And sorry to keep you away. | 18 A lwould say -- let me start with (inaudible) which had four
19 needed you for a few hours here to solve this case here, so 19 foundations. I'm just thinking loudly here. | would say
20 thank you for your time. I'm going to hand you over to 20 good eight or nine tests  have been added ever since | took
21 Jeremy and Aaron, and they're going to ask you some 21 off. Sometimes we try to add a test, and we are unable to
22 questions. 22 because the -- somehow th e validation didn't work or the
23 THE WITNESS: Thank you, Mr. Ellison. 23 process didn't work somehow, something broke down. We also
24 MR. ELLISON: Yeah, thank you. 24 took away two tests that we were running already and --
25 MR. LEVIN: Jeremy, | know | jumped in last time, 25 because they expired and the importance sort of ran away.
Page 42 Page 44
1 but I will let you go first. 1 So that also happens. But | would say about eight to nine
2 MR. KENNEDY: Okay. Good afternoon, Dr. Shah. 2 tests have added since | took over.
3 Again, my name is -- 3 Q When you screen for the genetic conditions with the
4 MR. ELLISON: Jeremy, let me interrupt you. I'm 4 newborns, currently you can detect approximately 55
5 going to do the same thing. I'm going to be off screen for 5 conditions; is that accurate?
6 a minute or two but keep going. 6 A Now, genetic is just one portion.
7 MR. KENNEDY: No problem. | believe | mentioned 7 Q Okay.
8 this before in Dr. Lyon-Callo's deposition, | am the 8 A The testing we do, it depends upon three different things.
9 attorney for Dr. Antonio Yancey and the Michigan Neonatal 9 Either it's a metabolic error that we detected, it could be
10 Biobank. Just have a few questions for you. 10 an enzyme detection, not a genetic, or it could be endocrine
1 EXAMINATION 1 detection. That means one of the hormones is imbalanced in
12 BY MR. KENNEDY: 12 the body. So that's a different type of testing and
13 Q Youarethe -- sorry - is it director of laboratories for 13 genetic, of course, is the third type of testing.
14 the Department of Health and Human Services? 14 Q Sothese are all the different types of conditions that you
15 A Yes. 15 detect in the blood screening?
16 Q Okay. And what exactly does that entail? What are your 16 A Yes;yes.
17 responsibilities in that position? 17 Q You heard Mr. Ellison state -- it was kind of an off-the-
18 A Asalaboratory director | oversee all the public 18 cuff remark that he's a privacy advocate, and you're a
19 health-related testing in our laboratory, state laboratory 19 public health advocate. One of the questions we were
20 as well as county laboratories as a regional laboratory 20 looking at is what -- you have policies in place to protect
21 system. We are responsible for 7 million different tests 21 the privacy of the individuals whose blood samples you've
22 every year,; clinical tests, biological tests, biological 22 taken; correct?
23 terrorism, chemical terrorism, any toxin tests, all of that 23 A Correct.
24 included in here. Or any hospitals that have problems with 24 Q Can you describe all of the privacy -- "all" may be -- hold
25 their pathology testing, they would connect with us, and we 25 on a second. Can you tell us what types of policies are in
Page 43 Page 45
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1 place to protect the privacy of these individuals? 1 the information that you have from these individuals when
2 A So as a state laboratory, clinical laboratory, we are all 2 the DBS cards are actually destroyed. What information does
3 Board Certified laboratory workers. So we maintain full 3 DHS keep after a card is destroyed?
4 HIPAA policy in place. Number two, when we send samples 4 A Soyou can visualize that when the cards are received by us,
5 out -- samples meaning the dried blood spot to, say, 5 they are logged into the computer system. It's all
6 Biobank, the only thing th at goes out with the blood spot is 6 demographic information th at is provided to us by the
7 an accession number and  no other information goes out. 7 hospitals. It goes into our laboratory information system.
8 That's all in -- in our -- our system. Then Biobank 8 This data stays with the results of the test. The physical
9 decides, based upon BioTrust activities, what is to be sent 9 cards that we have, if we were asked to destroy, we would
10 out to a researcher. They enter another code to the 10 immediately archive those and destroy those. But
11 specimen. They don't send out our accession number that 1 information still stays with us and we are to keep it, and
12 went to them. They assign their own code that goes out to 12 no laboratory in the United States can get rid of it. You
13 the researcher. 13 take a private lab or us or anybody.
14 So this is two deep for the researcher to find out 14 Q And that's because of all the regulations you'd have to
15 anything about anybody's item. And that -- that has been 15 comply with?
16 working very well so far. There has been no breach. 16 A Absolutely, yes.
17 Q Now, do you store or do you keep a record of the genetic 17 Q state and federal regulations; right?
18 information of any of the individuals whose blood spots you 18 A Absolutely, yes.
19 take other than a record of the testing results for the 19 Q And private labs have the same, or at a minimum, very
20 blood screen and what those were? 20 similar requirements they have to comply with as well;
21 A Sowhen you say "genetic information," that's a broad term. 21 correct?
22 Q Okay. 22 A Exactly the same requirement. We are governed by the same
23 A We don't test for genetic profile of an individual, no. 23 federal act with is called Clinical Laboratory Improvement
24 These are fixed 55 tests. That's the only information we 24 Act of 1988, and that's what governs us.
25 have, and they are all into our LIMS meaning the laboratory 25 Q One second. Doctor, you're on the Biobank's board; correct?
Page 46 Page 48
1 information system and it's all highly secure. It's not 1 A lam,yes.
2 even on the web. It's very local, right here on our servers 2 Q The Biobank board, does it have any role in approving any
3 and completely sealed. 3 research project wher e the dried blood spot -- where
4 Q Isthere any way that information could be hacked by an 4 someone's dried blood spot cards may be used?
5 outside source, to your knowledge? 5 A No
6 A This would be a speculation. 6 Q Andthe Biobank has no role in determining what dried blood
7 Q Okay. 7 spot cards are sent to a particular researcher; is that
8 A What happens in the future, | can't really tell, but there 8 correct?
9 are big companies out there that are protecting that 9 A No. They are given instructions as to what cards to be sent
10 information. Like in our system is a world-renowned system, 10 where.
1 and they use that and everything that we have is behind the 1 MR. KENNEDY: Thank you. | have nothing further
12 firewall and everything is backed up every night. So if 12 for you.
13 something was hacked today, for example -- nothing has 13 THE WITNESS: Thank you.
14 happened so far. We have been very secure. But if anything 14 MR. LEVIN: | have a couple questions.
15 happens today, next day we will have our operation under 15 EXAMINATION
16 different server with the same information. 16 BY MR. LEVINE:
17 Q Okay. You indicated you're not connected to the internet 17 Q Soin talking about the board of the Michigan Neonatal
18 with this information; correct? 18 Biobank, there was a question about -- at the beginning of
19 A Yes, we are not. 19 the deposition -- if there's a role for parents on that
20 Q Soitwould take a very -- it would seem to be anyway, it 20 board. Do parents have a role -- strike that. I'm going to
21 would take a very dedicated effort to get that kind of 21 rephrase this. That was not a good question. Is there a
22 information. Would that be fair? 22 community value advisory board?
23 A Oh, absolutely because something has to go wrong with the 23 A Thereis, and --
24 entire state system in order for something to happen. 24 Q Whatis that?
25 Q Now, one of the questions | asked Dr. Lyon-Callo was about 25 A To give you the description of that. Let's see.
Page 47 Page 49
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1 (Witness reviews document via video) 1 don't have anything in front of me that can give me that
2 | have a complete description: 2 information.
3 "The community values advisory board," -- CVAB, as 3 Q Well let me ask -- don't -- | just want to know if you know
4 we call it -- "they provide guidance on ethical issues 4 it. Don't -- just offhand, do you know right now?
5 including what types of research are or are not 5 A Okay. Yeah. No, | don't have an answer who those people
6 acceptable uses of the dried blood spots. The 6 are or how they are created. But people like you, you can
7 community values advisory board also provides advice on 7 easily be on the CVAB board and influence, yes.
8 educational meth  ods and materials for engaging and 8 Q Okay. Inyour role with the BioTrust, have they ever made a
9 informing the public about BioTrust." 9 recommendation to you about -- or raised a concern with you
10 Q Soifa parent were concerned about privacy interests, would 10 in the role for the operation of the BioTrust and the
11 that board be the place to bring that concern? 11 Biobank, about informed consent?
12 A Yes,sir. 12 A No. Butl do participate in the | guess updating of these
13 Q Notthe board of the Biobank? 13 documents and discussion about how can we make things
14 A Notthe Biobank. The Biobank doesn't decide anything. 14 better. | do participate in those discussions, but
15 Q Isthere ever aneed to go back to older, residual dried 15 generally | leave it to the epidemiology.
16 blood spots and retest them or perform some additional test 16 Q Imean, but as you sit here today, you can't identify a
17 on them for the benefit of the child? 17 change in government poli cy or department policy based on
18 A Yes,thereis. Now, it depends upon how old the spot is 18 informed consent based on what this CVAB board recommended;
19 because the -- the integrity of the spot, it changes with 19 is that fair?
20 time. The older the  spot, chances are that there's 20 A ltisfair,and allthisth  at we have developed is based on
21 substantial amount of de  gradation for doing further testing. 21 CVAB recommendation, too. They are part of it. That's how
22 | must also qualify that older spots were not 22 this is developed.
23 really stored in the ideal conditions. Ideal condition is 23 Q Last question | have for you then or -- | always say "last
24 the spot, as soon as testing is done, should be preserved in 24 question." There's always three. But the medical results
25 the freezer with lowest humidity, minus 20 degrees Celsius 25 you said are retained if the newborn residual -- you know,
Page 50 Page 52
1 at all times. And that was not the case with older spots 1 the part of the Guthrie card is still -- is retained. Who
2 because we did not have the facility. 2 has access to that data? | think you said it's stored in
3 Q Thankyou. I'mjustlooking a few things over. Are you 3 LIMS?
4 aware of any efforts to educate OB/GYN's regarding the 4 A Yeah, laboratory information system.
5 BioTrust consent process? 5 Q Yup. Okay.
6 A That would be a good question for Mary Klein. It is her 6 A And the selective few would have access to it only when
7 section that does it. | know that they do this, but in 7 needed. We are reg- -- department regulated agency, so --
8 order to get a very correct answer, it would be a question 8 Q Isitpossible -- it is available if someone -- now, this is
9 for her. 9 somewhat of a trick question so bear with me. Is it
10 Q Butata minimum you know it occurs? 10 possible if someone wanted to request their medical data
11 A ltoccurs, yes. 1 from that system that it could be printed out and given to
12 MR. LEVIN: | think that is all | have. Thank 12 that person?
13 you. 13 A That's not so easy to do. In order for you to request, you
14 THE WITNESS: Sure. Thank you. 14 would go to your provider first, your hospital, and ask them
15 MR. ELLISON: We have two follow-ups, and then 15 for the data. We don't work with community. We don't work
16 we're all done. 16 with any individual patients. If hospital requests us, then
17 THE WITNESS: All right. 17 we will ask the individual to give us everything in writing
18 MR. ELLISON: We going to send you, unfortunately, 18 and identify themselves.
19 on your way. 19 Q Right. Well, | requested the data and got it for my son.
20 EXAMINATION 20 Okay?
21 BY MR. ELLISON: 21 A Yes;yes.
22 Q Ijustwas looking just no w about who is on this community 22 Q Solguess the point is is when you talk about it being a
23 values advisory board. Do you know who is on the board at 23 secure system, you can print the results on paper and mail
24 all? 24 it out to somebody?
25 A That, again, is a tough question for me to answer because | 25 A We could, yes. It's part of the mandate from CDC and the
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federal government that we be able to provide this service.
Is that right? | accessed it through some obscure medical
law that's in Michigan that | found | was able to use. So
the point is, though -- | guess the point I'm trying to get
at is is that it's not locked away forever. It can be
extracted out, as needed, whether it's a hospital, as you
suggested, or an individual like me who finds some obscure
health law? It's not, once it goes into the vault, it can
never come back out? | mean, it can be extracted as needed
or requested by the operator of the system with the right
authorizations or righ t credentials in first that have
been --
Under right conditions, yes. If we have a vault where
nothing can come out, then the vault is called destruction.
Well, then it's a hole; right. So there you go.

MR. ELLISON: Doctor, thank you so much today.
You've been a wonderful, wonderful witness today. You have
been a joy. It's really been an enjoyment to talk to you
today.

THE WITNESS: Thank you so much. Very nice
meeting you all.

(Deposition concluded at 4:37 p.m.)
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