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Human Approval Letter Page 1 of 1

LTy
F %
August 13, 2008 - .
Wi
RAYMOND JONES J
Ulsverairy of Marviand Baltenare
UNIVERSITY OF MARYLAND BALTIMORE .

ANATOMIC PATHOLOGY Phcme (410) 706.5037
Fax: (410) 706-4189

—— il

H-20678 - RESOURCE COLL ECTION AND EVAL UATION OF HUMAN TISSUES AND CEL LS FROM
DONORS WAITH AN EFIDEMIOLOGY PROFILE FOR NC1 CONTRACLT # NO2-RC-57T00

APPROVAL VALID FROM 812008 TO B132009

Dear Dr. JOMES

This is o cerfify that the Insftutional Review Board for Human Subject Research at University of Maryland
Baltimore has approved your research protocol.

Research aclivity involving veterans andior the Baltimore VA Maryland Healthcare System (BVAMHCS) as a site,
must also be approved by the BVAMHCS Research and Development Committes prior to initiation. Contact the
VA Research Office at 410-805-T131 for assstance.

The study may not continue after the approval period without additional IRB review and approval for coninuation.
You will receive an email renewal reminder notice prior o study expirabion; however, it is your responsibility 1o
assure that this siudy is not conducted beyond the expiration date.

Please be aware that only IRB-approved nformed consent forms may be used when writen informed consent is
required.

Any changes in study or informed consent procedure must receive review and approwal prior o implementation
unless the change is necessary for the safety of subjects. In addiion, you must inform fhe IRB of adverse evenis
encountered during the study or of any new and significant informabon that may impact a research participants’
safety or wilingness to confinue in your study.

The UME IRB is organized and operated according to gusdelines of the Intemational Council on Harmonization ,
the United States Office for Human Research Protections and the United States Code of Federal Reguilations and
operates under Federal Wide Assurance No. FWADDDOT 145

If the Inveshgational Drug Service is ulilized for this research study, it is the principal inveshgator's responsibility
to notify the IDS of all IRB-approved changes to this protocol that involve investigational agents.

Sincerely yours,

0,4 v il or P

Robert Edeiman M.D.
IRB Chair

hitps://braan umarviand edu/esp]/reports Human/ Approval asp?orotocol=750323&ttle co_. 2192000
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G IS Vil Sireet | 5 e F1 100 AMENDMENT APPROVAL NOTICE
Baltirrore, Merybrd 21205
Ciffce P 41019553193
TolFre e mioo EXPEDI TED REVIEW
Fax Murrber (4107 502-0584
E-rril Addezz ibniffiekilephedu
Veabae s hEph edubrb

Date: April 14, 2009

Tor Fex Yung, MD
Department of Epidemiclogy

From: Elizalzeth A, Skinner, MSWW
Chair, IRB-*

Re: Study Title: "CMNA Repair, p53 and Apoptosis Phenotypes in Lung Cancer”
IRB Ne: 98-05-05-07-2

The JHSFH IRE reviewed and approved your amendment request, dated March 20, 2009,
described below, on April 9, 2009,

1. Change the study Pl from Manning Feinleib to Rex Young.
2. Add Edward Gabrielson as a co-investigator.

3. To change the Lung Cancer Case, Hospital Control, and Population
Control Consent Forms to the new Biospecimen Consent Form
Template and to revise the fams to include the changein Fl,

4. Torevise the Hl PAA forms, Medica Record Release form, Case and
Hospita Control Flyers to include the change in PL.

This amendment approval is inclusive of the following documentation:

Consent Form-Popul ation Controls (Version #1, 3/19/ 09)
Consent Farm-Hospital Controls (Version #1, 3/19/ 09)
Consent Form-Lung Cancer Cases (Version #1, 3/19/09)
HI PAA Medical Records Release Form (3/ 19109)

Flyer Flyer HI PAA Authorization Form

(3/19/09)



WEWORENDUN

€ -E”: v ¢4 Lwasir /NP

RE H-20678 -RESOURCECOLLECTION ANDEVALUATION OF HUW AN TISSUES SHD CELLS FRON
DONORS WITH &N EPIDENIOLOGY PROFILE

Descrip on:

LK = = - man - n el = - LK - L] = n - -] mElf 20N - 1 N = H -
ToLad a3 d - a ' a 1 d alld d 3 S g 3 d
n v i@ TNrE L oE oarg rag sziInm A0 Ame moa T ne & -] B ihe FRN]
1 d e L d = l i L3 4y a ) 1 ] Ld - dak
N 1 1l = - =1 = f= - tlela = I= - T nan FoEh A fa N N = 1 N
= d L | L d = 3 u = | =} 4 3 g J =) i g i 3
H n m o ine 3 B T B T nineas H 3 ip H] ] fi B L] sieIn
0 £ L dab L 1 i 1 4 i ) g i i = alr iU
ne 1 ] f E k Ei - H ! AT B n | ] e in ] ]
i o - & 1, 7 a3 4 L, L (] 5] = o i i d il L
CETiA I hanmpea ha ] nh ] T i@ AN Cnnsarn m p faig FE ] A P ]
L L a ailly X ' = i y = d - dat [ =
. " L n 3 n fl W ala ] Bl 1 h nanne ne nNEarmn Ire aAiia ] f -]
5 ! \ did . d . o g o a3 alla =)
- [— - - -
. 5 } T ] B B B iha he |PE anne (he } f m Brc nihas HIP Fl B
! TR i i ! = d = L T & a L = E [ [ R0 d
PR s b - LR - - - RG] [ O PF n oo w0 U L
3 1) = e d L REN L L L L



4 20| 0g

LHICAL GH O FEOToCCL N, Sz A 8 sl fOH | epeyes Mere, rulBc, Addeess sbusliicy woe wee
CONTINLENG REVIELW AXPUCAIIOR |05 & iy SeMEr AMbs PO, MO, BI00.37. S00T 100K, BErcstm, R 7 IMH0-45 38

FRCTOCSO_ TITLE
A Case-Conbics Sudy of Pioatsle Cancar in he Gigdals - Ballimene Ates
I'FL UL A Y IONIZING AL = Jn 0 Lamym e p. G DK ncpes. B L nc] sPet
O Renew  -Fecrutmer of earizieamts has 0o pet Eoun. il apply:
E R - wrl Al i Sireesl e e U Led o s e [~ AT
O R -6 angsr reGruMg oot raling patcipands, sulsesd LK ue ol C Madaeiyind<alnd
| 1 Hamiwres —"mrlazjierin huvw omcieal] #inlp; dude sy degs, anelyres cogoeg e Wammme g snchrime Sance o bued pmanersy
O Renes Ak H:m.'-cc‘u_'tarrr':ilrcn' EF‘Iﬂ'Iﬁ.-l [FEITC R 3 Friesr meds Had HOT e anhxed
O Temimie -Lwdy dowed Far heew abady b yhpank A | i o |1l ramaed Janden noscymeen woe
L Jd i Cngie .
| VI DATIONAL WEW DE.OVIEVCE BNz 3O D (==
Bl WMARY CF PRADTCACL ENFAOLLYENT 1A galsy Oy atwe s kli: 1is CF ey 00 10 uh LS, bl e el i
ot o 1 e patony Vil a0 o Lol See-d el 00 3 e fia
Hi - Gk Gte-EHss Tetd e
120 1200 ccomicmbsg By IRD Name:
178 iTE Ress £aficis 3ot dod S0 |l R Efie i,
filn A hggieges bel wsausl Wl bk e vl ul e B w o digh
fiB kD, DL ey recruting hialiny dabenisers? dse B Y focs e protscalioese @ Toch Trandlss Agice~oim? WEha O fia
Ul Tha pinemocll secnban Al nnecis s gosorrmeed soopeelT F Yo = e
¥ v e Do thi: prowocel shasl-2 o d wgidesi " a0ducl IraL vy Bl slu s he S51H
Havm m-abgamm by wmy, sl bre sy —cpe sean carcegisd Bop Brgee 37w =
Toh o weuiod? L Ho O ¥osfirdees = and by B A i mﬁrﬂ:-ﬂcrmwﬂesl
A A Al baar I'IFH'“"""‘"{ AN F s s 1 ves I Wes SRopmen m gl aed of d e ce
b =z dg wnlolerenols mealuw? O My OYs 4
<M iy 0 I 000 0 e it e s B b e H"'#"':ﬁ'"’""“"""""' MR
B R . s
Il Ve Fienlhy e pamone o sles xoa deeer Ea e colignoralion a1 ki S DT S S SILLL N T S e L
oyl Hawse TEm d2e-amy Crangst 01 Fiemmec Gonsar Froess an gxoume-adon shes
T e
WTTH TH 5 BESERY 1AM A ~UUE 518N A HRRGE O TFL FOLL VRN u-ln;;w::
5 ' - B H ] Cat WaFd
I'I‘I‘l-r:'mmnllﬂ-l\. | AR T ek BT SRR R C Vil A= P ELH maar
UR IR LVORST GATOR HAam FEm feee ey ERAR AR N 198 WEPE Fofi 15", el o0 g8l n Sl 3
[ FIE R I S
at L =W
C e Espsir coanges n il sEsched “amatm |
EATSAN _PAL ADUNC™ PRINCPAL I Tt
AW BiLse = PRI O (ELL,] ﬂlyl-"w mmr‘l‘ﬂﬂﬂ‘ A R FTETR CEAT el OETE 1 et reama T
gt - e
Audid L Ve pseTra ped aaplain s T atached ramaine
WFDCA ADRSGAY WUF STIGATIER: Fuwve -y aaspeis seilhd wor Ticoe B sosdy sincu he wal 53 aopraew 9
Lol E M2
had = e itiec.om i lhe sbeches seawina )
ANEOE "R gy pemabes gpeagm 0 Fe Besiem, o goclved rem e o Emin’ weNIR
LE4d SATH INVESTICATON el bl i M P b e B L W i
Duwia nimved IF ihs protscel
add™ 1 H M
[N L TiF se.anr |7 i adusr 1
RES=AICH CINTACT:
Cakls kvt the MH RS GG Cule b2an Soripesned wney Y1H peaiigads
LI by [ ] L
LT |

vims he RiE IRE OO Culas hﬂn l:-ll-nl VP B R Y

ARG ATT meC Q1A 1 oSy B ke =

Lizkeia: CONTUCTE OF WTEFEST RE) I

LE o | L wubesazsd b 05 LA [ERPRT PP I b
L]

TRNLTT R L = ) Shafan Ambs = "\“‘{ é- I L _'i'_li'-_ 2 e b rnun..“bm,
TR T AP e ] Fd TR
Ao i L il B Ehafen AT 38 i E.il .rf:ﬂld'-l! LI P
= = " Fap |l o scecomelds resal zaee

e b Ll e Cwnd =4

KPR LA fiaral by Chada Wil FLind

Erebra L ast

_Bere e F e Sttt
[T = | Wl TETRETTPH | S

!'“a_.'gjrz..iu.-.:, w5 il |
SOz R _b"l"-l...'u'n‘-h 'Jﬁf o ! LI"!I v

Frokzar Swcslad

| Elinleas Frzaarer Profosal Danliru ng Beades Apnloaian
CTETE LR X




CLINICAL EESEARCH
Ex W g

PROTOCOL INITIAL REVIEW

mlmmﬂih'

£ !/ et
- Age———
e
57 hodaa

r T ———— T} Taluak

BOLAWE W 0000 maspeleba ncind gesw

BBEREVIATED TITLE (30 charsctars of esa): BIOMARKERS FOR LIVER CANCER

PFROMOSED START DATE: ___ O0VOGO00S  ERD DWTE: O7/0172014 TOTAL SUBMECTS 7O BF ACCRUED {ksinch target iuble for P 3-8} L350

HULT)-SITE COLLABORATION:

I Ehin & el wie ¥ Ve oo i s O Mo
Wl Subjedts parmicipatn on thi pretscol ol the NN CET O Yas B Ne
WVTE] st g Sicipuitis (58l poshionsl it bt sbas? ~ E1 Yaas @ M

[V — El pomassi: 0 Forsigs o Beth

16 KEH this coosfiating sti?

tr-—:r?;rhm“uJ -ﬂiﬂfhn-ﬁﬁt

L ) m-_ll
@ No, Caarde § Bilm s
lsquu*rmmm EXCLUSION {Thack all thal sgply):

Farra's
Childran « 18 Fampanic o Lating
O Amances [ediee /Llsshan Nt Balivs Hawslin o Paoils lilandw
SURIECT ACCRMLL COHARACTERISTICN:

e
Bz or Mrican Amarcas
PR

Hoenatr Bys Parsmed 1
PSP —— ]
Paxiiniric Eul:l <k ¥r. @ €& ¥ra. Q@ 7=1F ¥ea.
Mﬁhﬂhlﬂ—llﬂ-!"ﬂiw H Yai a s

Iy Wil & HIH Employess? O Yes El w
Dost the pratesnt parsd ot refarre D Yo ™

Wil ha protecsl seolvs adabis anable e give informad censest? O Yas El me
FROTOCOL TVPE: [Dhack i)
O Seresnisg
O Traising
O Natersl Hstery - Dissada Prograssion/Physislogy —F1°
Sabural History - Samgie/Data Colebion an Beatyss |Fer g Peisrs )
W Natural Pateery - hempla Dt Colastas o Aralysis (Se Sesumng Pevasis)
@  PFharm
@ Clinesl Trial: lfantoty Phass (Chach saa)
o FPhasea 0 O Phasdd 1 O Phass 1-2
O Fhase 2 O Phasa % O Phasa 4

wwmm—hmw.nm_

ob Subjacts s Chnical Basaarch? O ves O Wo
EY WORDS [Werds 0 phrass Thal dasesla e prabacal )

NENITI NG RADEATION U [anyn, w g, O7) snmimsapes, . FET; ma i chaoi ol ol anply
[ §] H:nl a l-lllu:.r IIII;lI_I [ ] .II-:I:I Ilil:nl-l" -
hh,._nh'q-h_-mu.um
INVESTIGATIONAL WEW DRUG/DEVICE: El Noam O IND O IDE
+f razaring mors e ane [HOA0E, et on aieche ot
FOA R Saw aacted page for THD | 10E islommation

MNama/
[

';h-l-l.u-ﬁ:iﬂ- of ika sl iy T

pmg im prolecsl isvebes & Tech Transfer Sgresmant’ O Yas El Ne
Do thee prestocel irecion i g fbaicn/prchect thant sy bid b2 yons o S WEH
'ﬁh'm{nlnﬂ-hmihh—-}

s tha WIH IRP OO0 Carslm bwan dishiibubad b SIF isvastigatars?
Ej Yas O Ne

i Bha HEH DIRP OO0 Calm baiviiny dheiliibaibad B Mon-M1H iivasbgalers
E] Yas @ Na o A

CONFLICTS OF INTEREST REVIEW:

Dustm wsbrwitbed e JC D AR i clamrad by 1€ 06E L J0S00I008

I i Exiramural bovesiigaion an ADJUNCT PiawcisaL iRVESTIaaros O ves El Ho
Sama of Adjinet P

EEDICAL ADVISORY INVESTIGATOR (F
Aadraes, Email and kel i

ek Wadesn

1) i,

LB ASSOCIATE INVESTIGATON - Mama, DsatBesnch, Talaphioss, hidmss, Enal
%k Wi 1T e DM armgdena and laitial s

. dea Bushe = I 4 MuemSEr 000 sudhoss
BESEARCH CONTACT: Mase, lnst/Branch, Talaphons, &ddress, Email Chuck bex if
i.-llhlhﬂ-lill-llllh:

ASROCIATE [MVESTIGATORY ] Meres, leat@otabeanch, Tolaghone, bidrass, Eral
ok g if 3 MW wmgidenne: wad inflial linm, ddiwol 9§ necassary.

L i v = ¥ & 5 8 & & ¥ La S aa settachod parionmel Ll
e Ha o s loc el g ley C AT o in oMb, B st o o e i e
e Gbr ooa o L i v s [ D58 A i 4 *
: : A B ko e o s e
e Bobobttobte bbbl bbbttt | * - :
 Prirscipl Irvvestigaton Be e b0 Inciuda PRECES - - 400 words a8 Sret s-scton of protoood)
SIGHATURE e e Sedm
Ll g e
= Cun Lozt o Bt D, an O Dol
W P oln W ksl of B R LR el e
hls el by LBl e i Bt
N ——a —TL
EPPEOVALS Caryn Stasilay  sppiied mpastors on 05120009 341 FH BOT . S e i (s
P e Cantar S B Corm. ey T R
T ‘Saamd o Chsir, T iiores Smsms Bored
mﬂLL s e Cffnas o Froimcs| §
Ll

ﬁﬁi'*i'ﬁ



Lnewrsiy ¢l Weaovland. Balomors
[oarizutiema. Revicw Board (TRE)
heirie; CHUIYG TibR= 2007

Fes: 1200 70641454

Email. hrpadisar e aviend.ole

huodilication Appraval Notification

Leaabe: Jamary 19, 2000

' Trzan B,

From- IR 4pni="Yies Chain Sephen Sebge-
[ LS R B TR SR

Kisk aesigmation® Moncmal Rk

rncificanion requese deted: 1200452 303
Bdocilicatien Approwal 2lle; 1Y LN
Frowacod Yersica und [D & WA

Thiz & g coricy 2ol the Universly v Pehkarelansd, baltimmeee TL ML Istd tiona? Re vicw Board ([RE) 085 spproved
2 zbowe s sofoicced madification. reqosst o she protacol snlillzy, *Reseecy Col goie amd Evalustivo 47 Heihan
It amid 'l Tram Denars weitl e Fpoade o wolegy Pyalils 30 WO Contrae: sh02-RO-377007,

Tewwst patis ale reminded that Ge JRE muow be nadzizd of sny changes o ke sludy o mfomeed cunsun

prugsadunzs I i the P14 iesponsihile for ensericg premipt reportng o e IRB ol praposed chisiges ina
st acivice, md Sor ensuzing thel sah changes 1 apprevsd resemch dacing: U ol Jor #dhich BB gxceval
has smeacly heon giver ey wot be iniliaced withour [RE rvicw 1 opproval excers whes ecessiry 0 2 ooinac
appae immeeliate Fasmds b Pk (45 CFR S 103

The B4R JRE i5 orzanized and ocermbes according o aideling of be $vcmatioml Coswil a0 Halmonoztion. the
Lnile! st £ 311 ee for [humar Kegcarch Protoecors ood <3 Uil Sices Code ol Feuenzl Bepul i snd
opesatss under Frderal Wode Awaznre B 1% A0 145,

Toa'l



k VAMHCS Research and

Davelopment Office
VA MARYLAND

HEAL 1- CANC &7 0TCHR o]

AV0AO5S O exl 45-'.28 Fox &0l 5- TR0

MEMOBEANDLM

Tu:  Dean ¥nnw
From: Chrisopher T Bever, 1o, MDD, M H.A Teenlie Kaivel, MO
Associate Chiel of Seaf for Roscchandd Develpeneet  Chair, R&D Coounit: e

@’3‘3&%}%\ ' PAES A Kz wa), 4y

Mate:  (hetober 21, 2900
LI Reszich gzl Dhesiopeenl Copmiiten: Bev s
For Imitial X Continuing Revicw X Ameodmcnt

IRRE Number: HPODILI 163 (1YH06TR)

Tille: BESOURCE COLL FOUCTION AND EVALUATION OF IDMAN TISSUES AND
CELLS FRUM DOMIES WITH AN EFIDEMIONLOGY PHOEILE FUR M1
CONTRACT & N02-Ra.E5TA0

IRRB Appruval Dute: Julv 15, 2009 uod amcodments Aagust 7, 2008 and Septembor 25, 2009

This iy to e iy vou thar or August 27, 2009 the ¥A Research and Developament
Camnites {ROCH condilionully sparoved your pratoeal, As ol October 21, 2009 the
condizlens Bave been satisficd and vour prelocol is approved

»  Destuction of 3ata nmeline hes changed! Please read the Ilot Topic avallable
YR i ik ;

Flease read the fallowine Inporoant instrod ons:

o Tias Lhe regpemsibilily af the PT o opload this RED approval Tedler mito the
BRAANCICERD system. Por Denuan Lowis, BA, CIM, Progiam Manager,
TRI Orperntioms: B4 B&TY agyareoeitl Jetrers can e artached e a pobite crmneend
i CRORREL A wlendwen? deacs dlnd noed fo he siheantion.

s EfMecrive Seplemnher WHE, Pencipa] Tovesaagatos are responsilale for the
evesspiL ol VA ecucatwonal aud credeatizling roquicemenes for all smdy seaff.

o Amy chwnges e o the prosdocol seguinng TRE onilization oo appoein alse
recds WA Rezezch and Develapment Commicoe aofifearion and appriseal. Voo
Fave o0 working days Lo the recceipn of your IRE appronsal etter to snilisant wiwr
protoce] Lo the RE&D conrnillee,
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A10-605-7000 ext 4528 Fax 410-605- 7906

MEMORANDUM

To: Dean Mann

From: Christopher T. Bever, r, MD_MBA Leshe Eatzel MD

AmmMomeﬁfuRmchmdDwﬂopmM.R&DCmim:

& T facks AR

Date: November 13, 2009
Re Research and Development Committes Eeview
For O Imitial 2 Contimuing Review X Amendment #3

IRB Number: HPOD42163

Tide: RESOURCE COLLECTION AND EVALUATION OF HUMAN TISSUES AND
CELLS FROM DONORS WITH AN EPIDEMIOLOGY PROFILE FOR NCI
CONTRACT & N02-RC-57700

IEB Approval Date: October 20, 2009

Thus is to notify you that on November 12, 2009 the VA Research and Development
Committee (RDC) administratively approved your protocol.

. Dﬂmﬁ&hhﬂmhsdn@dfﬂmrﬂdﬂmﬂntnqmm
at: http:/'www.marvland.research.va.gov/hottopics.asp

Please read the following important instructions:

= Tt is the responsibility of the PI to upload this B&D approval letter mto the
BRAANICICERO system. Per Demian [ evas. BA CIM, Program Manager,
IRB Operations: V4 RED approval letters can be attached in a public comment
in CICERQ. An amendment does not need to be submitted.

s+ Effective September 2008, Principal Investigators are responsible for the
oversight of VA educational and credentialing requirements for all study staff

* Any chanpes made to the protocol requiring IRB notification or approval also
needs VA Research and Development Committee notification and approval. You
have 10 worang days from the recespt of your IRB approval letter to submit your
protocol to the B&AD committes.



