CRA

Device Research and
Regulatory Conference

FOR CLIN/CAL RESEARCH EXCELLENCE

DEVICE BASICS
- Optional % Day Workshop -
Preconference Workshop
1130 -12:1@  Registration & Welcoma

12:10 - 2:00 Introduction to tha Madical Device Regulatory

Framework
Donna Headiee, RN, BSN. CCRP, Program Co-Chairperson

Ms Headlee will provde s basic overview of the reguialary framework for medical
device resesfch and developmen! Topéics inciude Medica! Dewvice Regulations nsk
categonzalons of IDE sluckes adverse event reporting dewce classification. asd
markehng applicatans (FMAs 531 kis and HDES

200 -2:20
220- 320

Break

Spensor-nvestigator Trials: Devetoping and
Managing an IDE

B. August Gwallla. RN, 'DE Manager

The Natanal ‘nstiules of Health and Lexdos Bromedical Researdi

This presentation: focuses on |DE research ihat |s mitiated cendusted and
sponsored by the mvestigator From the perspective of 2 sponscr-mvestigator, Ms
Gwa'ila will cove: (he IDE applcation process. FDA denisions on 19T epplications
as well as $PONSOr-Irvestigalon reRhrements ana S sponsd da s in IDE mals
320-4:20 Sponsordnvestigator Trials: Coordinating Multisita
IDEs

8. August Gwallla. BN, :DE Manager,

The Natoral insiiutes of Health ard L edos Siomedical Research

Ms Gwafila wil didcuss |DE reseasnch thal » mitiated conducied and sponsored
by the inveshigator This presentation wil gover the cooranation of wirking wih
multiple IRBS P4 research coordinators and sondoes for the implementation and
cancuct of sponsornvest:gater research that spans across mutiple sites

4:20- 5.00 Question and Answer Session

Main Conference Day One
8:00-8:30 Registration and Continental Breakfast
8:30-8:45 Program Welcome and introduction

Karti Durton, A, CCRP Drector CNY Baolech Accekerator Upstate Medcal
Univer sity, Syracuse NY

8:45 -9:45 HOST CITY KEYNOTE: The Promise and
Complications of "Broad Consent”
Mark Bomes, JD, Poriner Ropes & Gray, LLP

The revised Commen Rule crealed 8 new verson of consend enfitled * Broad
Consent.” meani to allow uarestncted luture uses of identifiable gata and
biospecimens The provisions for Broad Consent are complex and camy

i of such il that few medical centers have adepled its use
M Bamies session will explore the Misiory and meaning of Broad Consent and
will ask whether thers a'e any crcumsiances in which its use is beth practcal and
usaful

9:45 - 10:48 The 310(k) Program
Marforie Shuiman. MBA, Cenler for Devces and Radivlogicni Health
Food wnd Orirg Admnistr ation

Ms Shulman will present an intersctive se33on using reeklife exsmples and
databases sesrches [o discuss how to defermine if you need a 517k} identifyng
o predicate and how lo prepare the submussion In addilion discussion of genera
and soecal contrals end utikzstion of FDA Guwtance Documents and Siandards
assoctated with (e device

1345-11:05  Break

1105-12:03 Lessons Learned De Neovo Classification Pathway
Lonna Hexdige, RN, BSN, CCRP Program Co-Chanperson

The De Movo process provides o pathway 1o classify novel medizal devices for
which general controls alone or general and special controls provide reasonable
assurance of safety and efecineness for the intended yse byt for which there «5 no
legaity marketed precicale device This presentation will provice en introduction to
Ihe De Novo pathway and identily best practices to optmize the use of the program
IRrough a case study dstussion

12:05 . 1:.00 Lunch {Provided}

1:00-2:00 The Types of Device Trials, 8illing and Reimbursement
Kelly M, Wilienberg. DBA, RN. CHRC, CHC, CCRP Manager. Kelly Wilisnberg &
Apsocianm s

Ms Willenberg will explore the types of device tnals mzluding Calegory A and B
IDEs Ms Wilznberg will thsiuss how you know what to bill 1o a payer and wiat you
should expect ta be reimbursed Understand what you need 0 do Lo make syre your
patienis i research iriais do not 2nd up financal rabidles that they da rot know
aBoul

Day One (Continued)

200 -300 Expanding Access to Madical Device for
Fatients: Expanded Access Program, Early Feasibllity Study
Program and the Breakthrough Devicas Program

Dotina Headles, RN, 8SN. CCRF Program Co-Chatperson

The sverage ime from medical device concept {0 markxeting approval has been
reporled a4 Miee to seven yeass Il alternative trealments are not avadabie thisis
preblemstic for palients win serious o Hie-thieatening disedses Expanded access
permels patients with ife-threstering sonditions who are nol sigble to pariopale in
chinical tnals to receve investigational devices balore formal prochsel approval Ms
Headles will provide en cverview of mudliple progeams at CDRH that enable pahent
access o importent devices. which nddress unmet medical needs This presentation
will introduce the Expanded Access Program the Esfy Feasibility Stugy Program.
and Ihe Breakthrough Devices Program

3,00 -4:00 Panel Discussion

This panel d-scussion will allow attendess an opportuhity 10 Guery regulatsry experts
as an open nterchange of hol topics, compefing questions and day-{o-day 15508

Day Two
7.30 -8.00 Registration and Continental Breakfast
8:00 - 900 Cilnical Evidence for Regulatery Purposes: |DEs

and Real World Evidence

Joshua Cher. Lead Medea! Device Reviewer Center for Devices and
Redologal Health, Food and Drug Admasyarion

9.00 -10:00  Unlization of Real World Evidence In Cardiac Lead
Post-Approval Studies

Angia Rock. MBA, CCRP, Senior Manager Chmica! Research Group. Sobonik, ine

A coliaberation consishing of the Food and Drug Acministration (FDA) industry
Academsa Hearn Rhyghm Secisty and Amencan College of Cardiciogy have worked
collectively to seek more eficient spproaches to fullling FOA Condtion of Approval
Post-Approval Sludy requirements thyough the yse of Real Warld Evidence 8s

part of the Beclrophysiciogy Predictable and Sustainable Implemantation of
Matisnal Registnes (EP PASSION project Ms Rock will provide an overview of
the collaberation BICTROHIK'S approach and early success using Real Werld
Ewvidence for registry sluches

10:00 -10:20 Break
10:20=-11:20  Madlcol Device Industry Trends — 2020 and Beyond

Allyson Hein, Medcel Device industry Lead Clarkston Consulting

As busnesses lock to 2020 end beyond. $he pace of changs in the medizal device
tnstry i5 onfy expected to ncrense Evoving technological and digtal apabidies
coupled with a shifting 1&g y land Bnd g patient expectations
are grivng new rends i the aoustry with predound impacts to how medical device
mokers plan operate, and commercialze their products While presenting umigue
chalienges to long-held business modeis. these trends open new opporumibies 1o
better engage palients entet new markets and grow the business This seasion wil
explore these trends and their Impact to the industry and i luture

11:20- 12:20 A Former FDA Manager Spills the Beans on Making
CQuality Compliance Easier

Bryant Herdtey, BA. M5, Sr Drector of Regulatory A¥ars and Executive
Governmerl Liaison MasterConrol

Qualty compliance can be easy—take a former FDAmenager 8 word for it Most
medcel devce frms lendto ish overor d bul sumplification
is actuaily the key 10 ePective cavpliance  The Medical Device Single Auat
Program (MDSAP) is the most important signal to device fims of the pesdta
smphfy compliance, MDSAR is now required in Canada whide the FDAwIl aceept
MODSAP pucit reports as a substiute 1o rautine inspections  Whether you are
comptying with MDSAF or individuatl regulatory bodies thers are two major things 1o
keep i muind when it comes 1o guality management and compliance

12:20-1:20
1:20 + 2:20

Lunch |Provided)

Cultural Censiderations in Globai Clinlcal Trials
Management

Joy Beeler, MPH, CCRA, ACRP.CPM, Clincal Trals Project Manager, Lendos
Bromedical Research. inc

Join Ms Sesler for 8 discussion of culiural aspedts to consider when implementing
and conducting chrical rasearch stitthes mtematicnalty Ms Basler wil of'er
expenence-based recommarn for addr g some nat may impact
project temetines. protocol proceduresfogistics and interachions belween sde ang
sponsor slal®

220-320

Navigating a Clinical Trial Through the United
Kingdom: It's a Little Mora Than Tea and Crumpets

Jonee Hodge. MSN, RN. CCRP. Seror Managenent, Clncal Affars. Wight
Medical

Ms Hodgs will discuss the expenience and kiowlsdge gamed through navigation
tnrougn the many 1205 and systema within the UK HHS NIHR CINR. HRA
Elhics, The presenter wil also the ges ofdata In ihe
UK. as hey collect data already are ava researchers. and discuss ine buggetng
process. o4l your study 15 a deemed a porifolo study in the HHS there 1s
sdational funding for research stes Thes inciudes the lact thal Pl's are not paid,
a% ihey are employees of the NHS and It only adds to the non-teas in your data
callectan

320 -3:30 Quaestion & Answer Session and Discussion

This interactive session wil allow the participants [0 drscuss 1ssues related o
medical device investigational stuties

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