
S(l)CRA Device Research and 
~ Regulatory Conference 

DEVICE BASICS 
• OPll""al '/, Doy Workshoc, • 

Preconference Workshop 
11.30-12:10 Registration & Welcome 

12:10-2.00 Introduction ta the Medical Device Regulato,y 
Framework 

Donn• /ttactlet,, RN, SSN. CCRP. Program Cc,.::J1a1rper,on 

M~ Headlee 'Nlir c,tavtde a bu~e oveMe'IY ot the reo.,1atory framewctk for ~dical 
device res.earCl'I and devel«>enen1 TQPfi..s 1n~"Ude Mffl)ca Ce-vice Reg.ula1ions n~ 
t:ategor1zar1oni of IOE siuoei attverse event rer,001ng deVl·e cl E11S1-1f1-:ahon. a d 
marttctmg appt,~ai:cnt tPMAs 5l3i kJ1 iRd HOE.1 1 

2:00 - 2:20 Break 

2:20 - 3 20 Sponsor-Investigator Tlials: Developing and 
Managing an IDE 

8. Augusl awama. RN, •~ Manag,,r 
The NatJCJnal •nsti:utes at Health and 1. eldos 8~,cal Resear· h 

This pre~tntat1cn toeuses on IDE re1e1ucfl 1hat I~ nIt1111ted condu·:1ed and 
$00ns0red by U,e inv~U~tor Fron, lhe "er~ect1ve cf a -spon~a ..nvestigalOC'. Ms 
G..-aUe w111 COt/e. the 10E epphcat100 pro::en. fOArtei:1sions on 1or eo~1ce:jms 
as 'Ntll as soonscr-1rvcst1ga1or rcc,J1remc-nt1 and •esponsib ,t,es 1n IOE mals 

3·20 - 4·20 Sponsor-Investigator Tnals: Coordinating Mult1s1te 
1Des 

B. August Gwallla, RN, 10(; Manooer. 
T~ fJarDnol ·ns:,:u:e$ ot HeDlfn and , etdJJ$ f3.oomt,d,cal Resea,u, 

M, Gwefila wJ, m1.cuss IDE rn-ean:h that ,s mrt,aled cooduded and sponsored 
by the inve~1gator Th s pre~nta11on Wt I cover the COOIOnatic:n cl work no "'·1th 
rrult:~e IRBt ?Is re1i>earcn coadma1ors end on,tcrs fc, ttlc ,mp -emtntat1cn and 
conduct of spc>nS(l' •lnVC$1 oatc:r Iesearcn that 1p11n1 aeron multiple SJtes 

4:20-5 DO Question and Answer Session 

Main Conference Day One 
8:00 •8:30 Registration and continental Breakfast 

e-30 .e:45 Program Welcome and Introduction 

Kathi Dultlon, MA. CCRP. Dt-ecfa' CNY Siorech Aceelc!fall:r Upsr•i.. Mef/,co/ 
Un,ver,,ty. SyracUJe N~ 

HOST CITY KEYNOTE: The Promise and 
Compllca1lons of "Broad Consent" 

M•ri, Sames, JD, Parmer R-• & Gray L.L.P 

The rev,l-Cd Commcn Rule c:reated a new ver1,1cn of caisenS tnt1tled • Bread 
Con,ent: mean1 to alow unre,sincted ruture us.es of 1c!ent1f'iable doll• and 
btospeomens The l)l'CM~a,s fer Broad Coos.ent are- cmiph~:x and carry 
camphcat,ons of S.UCl'I $1gntfcance th-1t few med.cat centers have adopted Ill use 
Mt Bames s.esS,aon w II explore lhe r1 s.tor1 end mean,no of Bread Ccns.ent eit1d 
'MIi as'< whether tnens a•e any cucumsiances In which its Lse Is bC:Ch pract ,;: al and 
usetur 

9:45 • 10:45 The 5101kl Program 

ltlaljot1e Shulman. ltl8A. Center l0r O.v.:e• and Rad<>lof,;,ca/ Heatlh 
F'OOd ,nd Otuo Actn,11,.::tat,on 

Ms Shulman ,.,u ;:xe~t an 1nteracuvc 'Se'S\lon u~ng reel-life e1temple,s and 
dalnb ■ ses uan:nes to d1SC1.Jss h()',N to de1em-.ne if VOJ need a 51 !1- l<) IoentItyino 
m pred;cate I,nd l"'ON to prepare the 1Ub,run1c:n tn add:tJCl'I discussion cf genera 
end ~tGal cmtrals ond utIkz8t1ai cf FOA. Guidance Oa:uments and St11nd11rds 
assoaated wiU, ttle devrce 

10:45-11:05 Break 

11 05. 12:05 Lessons Learned De Novo Classcncatlon Pathway 

Donn:, H<!adloe. RN, 8SH, CCRP. Program Co-Cha1r~rs<:n 

The Oe Novo procns prOVides a pathway ta ciu,siry novel medl-:al deY1ces for 
wn1cn general c0r11rds alCl'le Of general and si,eoal cootn:is. prOYtde ftasonabte 
as.s.urance Cf safety ond el"edcvene-n fa the intended use but for which the-re s no 
legolty marketed c,,ee!lc:ale deYICe Th,s J:ttsentat en wtll pra,ic,e an Introduct1on to 
tne De NC7w"O pathway and Identify best p,ac.tIc:es to ci,t1mze 1ne use of me OfOQfam 
tnrouijl'I a case ~udy cHcu ss,on 

12:05 • 1:00 Lunch (Provided) 

1:00 • 2:00 The Types of Device Trials, BIiiing and Reimbursement 

Kelly NI. Wlllonb•fll. DBA, RN, CHRC, CHC, CCRP, M•n•gO!'. Kelly w,:~nbo,p & 
A.tSOCIDft!'~ 

Ms Wllcnbo1g w,11 explore the tyoe< of d<Mco tna!s n~udlng Category A•• d B 
1oes Ms Wilenoero will d'l~uss hCM' yoo «nO'lt' wnat to bitl to a~ ayer and wnat you 
snoulcJ e•Pt"ct to De re1mbur1ed Unctenatand wtlat yoi.i need to cto to make ~re your 
oatIents 1n r~earch trials do net e:10 up rin,n c al :abi•t.ies tnat l~ey ~ r cc l<now 
IIIOOIJt 

Day One (Continued) 

2:00. J·oo Expanding Access to Medical Device for 
Patients: Expanded Access Program, Early Feasiblltty Study 
Program and the Breakthrough Devices Program 
Dolin• Heodlet>. RN. BSN. CCRP, Prog••m Co-Cha,rpersa, 

The average tune trcm medical dC'Vlce concept to merketmg epprovat nas been 
repaled as rntee lo ,even yea,s II altornative trealments are nol ava•able lhis Is 
prcb'emet1c fOf p.at1ents wu, tet10.11 01 t1fe-th1ea:e,11no disea,s,es E.t:>anded access 
peTtT11ts patient$ wI1n hfie-tttteaten•na ccnauons wtao are net efIg11ble to pa111cioete fn 
d11"'11tal tnals to reee1w invesu~11aiel deV1ces t>elcre formal produ.c.l approval Ms 
Keadlee will prOV1de en ovetV1ew of multiple proorams al CORH that enable pallenl 
access to 1mpatan1 devices. wr,1en adGren unmet med:cal needs This pre1entatt(l1 
w,11 ,ntrowce tne Eipanded Acctt, Progam the Ear1y Feu,bthly Study Program, 
and u,e ~••ttuoug-i Oevtces Program 

3:00-4:00 Panel Discussion 

This panel discussion will allow alleod-ee-1 an DC()crtun1ty ta query rt9ulatQt"J exr:ierts 
as an c,pen ,nterehange cf net tocks. e~a1ng questions end day,.l1>day issues 

Day Two 

7:JO • 8:00 Registration and Con11nental Breakfast 

8:00 .9·00 Clinical evidence far Regulatory Purposes: IDEs 
and Real World Evidence 

Joshu:, Cherr;,. Leed MedJCal ~VJCe R~\l?e'K-er C~nter fa Di:vrce.s and 
R,doJog,car He,ru,, Rx>d on~ Cl-ug Mm'11t~•'""' 

9.00 • I0:00 Ullli?al10n of Real World Evidence In Cardiac Lead 
Post-Approval Studies 

Angle Rock. MBA, CCRP. Se/1101' M•naoer Cbmeal Re,e,rch G,c,up. 8'ol10ntl. Inc 

A COll&CKl<Ollon ca,s,st,ng o! the Food and Orug Aann~n,llon iFOA) Industry 
Aoaderna H..~ RhW,m Society and Amenean College ct Cardelogy have wcrked 
cc11ect1vo1110 secl< mere eMc,•nl •pc,,oacnes to lullllng FOA Ccndlitll or A;,;,<=I 
Pa<t•J>j)pra,,el Slua, re~U1emen1< ttuouii, lhe ""' of Real Wa1d Evidence•• 
port or lhe SeetroP•ys,ol09y f'tllde1at>le and Susta,nable ln-c,lementa~a, of 
N•t10llal Re';11<lnes CEP AASS!Om project M• Roe~ win P<<Mdo an """'"""' ol 
1he ccilaDaabon BIOTROtJIK'1 approacti ■ nd early wtcen u51ng Real Wcrld 
Ev,ctence fa reg11$1ry "udles 

10:00·10:20 Break 

I 0:20 - 11: 20 Medical Device Industry Trends - 2020 and Bey and 

Allyson Hein, Med,cal 0.vtt:• lnttuny L••d C/1111.ron Consu,r,ng 

As. w,.,eues loc)lc to ~:?0 end t>eya\d. the p1e~ of Change 1n the medical de¥1Ce 
1nttustr1 ,, cri~, expe-cted to1ncreHe EvdV'ltlg l~nOlogC.al and dlgilal tapablCie-s 
cwpled with a Sh ifting teQUlalety land'Scepe end actvanang patient e,ipectalIct11 
ere drMng new tr~nd, 1n the nwwy With profound l~l!H:ts to how rnedu:11 device 
rnokers ~an opet&te. and conrnerc:talll'e tl1eir P"OOJcts While p1es1tnl1ng unique 
~alSenges to lcng..neld bu~ness rncdel1 the:te trenl25o cc>en new c,pi,on:unit1es to 
better en;111gc pallents enter new manctts aod gr,;w lhe bu11nen This ise,"a, wil 

e,ple#'e ltiese trends and lheIr Impact tottle industry and its h.ilure 

11:20 -12:20 A Farmer FDA Manager Spills the Beans an Making 
Quality Compliance Easler 

B,y.,,, Headley, BA. ltlS. Sr D<ecfa' clRl!'I/UlalofJ/ Alf•n """ E,ec= 
Go\fffnment t,,,son MatlefConn,I 

Ouallty com;ihanci: can be euy-take a former FOA.mena;er s wad fa ,t Most 
mec:>cat device rnns 1etill to estabhsh overcompl1caled prcxenes. bul 'llmp,Hfr;atlOl"I 
Is actually me -ey to eree1rve c~H•nce The Medical Oev!co Sng!e Auc:tt 
ProQrom 1MOSAPJ is lhe most lm;,ortant s,g,al lo device fnns of Ille need 10 
sumtlfy CD'Jl)llence. MOSAP1s nO'# required 1n Canada wnL!e th~ FOA.w1II l!IICCei:,t 
MOSA.P audit reports ts a substrtute 10 rcuune ,n-scecucns Whether you ere 
compfymg Wllh MOSAP Of ,ndMdua! •~I0IQ")l bcaes the NJ.,. two mojol- lllincs to 
keep in mind when 1t comes to c,.,ahty ma11egetnent and CC1T1phanc:e 

12:20- t:2D Lunch IProvided) 

1.20 •2:20 Cultural Considerations In Global Clinical Trials 
Management 

Joy Btth,r. MPH. CCRA. ACRP•CPM, CJin,c4J TrlJIS F'totect M4n11g«. Le</Ol 
B~d,cal Resttarch. Inc 

Jam Ms Beeler for a discussu::., of aJltural as;>ed~ to ccn51der '#hen implemenl!ng 
and caiductInG chnIeal researeh s.u.u>es ,n1emalICflalty Ms Beeler w It orer 
exr,enence-bas.ed rccorrmcndat:ou for a-ddress.ang so~ cct1t"1nt Iha! may m;,ad 
protect lmet1nes . Pl'Oloc~ procedures.101111-ucs and: in1er111ct1ons t>etwcm s,te and 
sponsor st•~ 

2:20. J:20 Navigating a Cllnleal Tnal Through the United 
Kingdom It's a Little More Than Tea and Crumpets 

JorMitt Hodr,,,, MSN. RN. CCRP, S,:n,or Mon1gomon( Citn,csl Atr•o. ~9hl 
Medical 
Ms HOdQc wilt dls.cun tne expe:nence and lu\aw1edQe gained tnrouon na111g!ltIa, 
lnrough Ille many stops •nd •ystems w,ttun lno UK tlHS NIH)! CINR. HRA 
Ethics. The presenter w1* also desa,~ U'le tdv'Bntaae,s of d&ta colloc:tlO"I In 1ne 
UK. ,n they c::>lleet data altea:fy are ai\Jll research-er,.. arid dlicuss tr.e DucJQehng 
prOC6i. EJS If y.,ur 'iiuct,, 1s a t:,oemed I oortfollo study In the NHS tnere Is 
ad,jl!Jooal h,ind,ng for re5earch 5,11es Th:11nct1des the lact tnal Pl s are n~ paI,d. 
a, tr,ey are erroloyees o1 tht:t NHS and It ai.ly add, to the na,•b111s ,n ywr Oita 
Callect,on 

3:20 • 3:30 Question & Answer Session and Discussion 

This interactive 1aess!on '1WI allo.r, the pnrttcioana to drsc:un 1ssi.,es. r~ated to 
rn:dlcal de-Ace tnve~1gahonal -Uudles 

For more details and to Register Visit www socra.org or call 800-762-7292 

Society of Clinical Research Associates I 530 West Butler Ave, Suite 109, Chalfont PA 18914 I U S.A. 
Phone (215) 822-8644 l Fax (215) 822-8633 i office@socra org Iwww socra.org 

https://socra.org
https://collect.on
https://resee:rct,.ei
https://pat11:r.t1
https://lhrcu'.tl
https://ns:mr.es
https://Al.JOU.SI
https://12:10-2.00
https://socra.org
https://exr,enence-bas.ed
https://l~nOlogC.al
https://tet10.11
https://de1em-.ne

