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Main conference

Mon d ay,  S eptem ber  27,  2 010
7:30 	 Main Conference Registration

8:30 	 Chairman’s Opening Remarks
Peter C. Gonze, President, Averion International Corp.
Mr. Gonze oversees Averion’s global operations and business development 
activities.  He has over thirty years of healthcare industry experience.  	
Mr. Gonze has extensive leadership experience developing and 
commercializing products at biotech, pharmaceutical, device and 
consumer healthcare companies.  He has broad experience in all aspects 
of commercial operations having held senior level positions in general 
management, commercial operations and business development with 
pharmaceutical and biotech companies including: GlaxoSmithKline, 
SanofiAventis, Johnson & Johnson, Abbott Diagnostics, Medisense, 
AltaRex and most recently at United Therapeutics.  

8:45 	 Changes Ahead in the Regulatory Landscape and 
Their Impact on Regulatory Approvals
As the FDA looks to improve safety and effectiveness 
of medical devices, the manufacturing community will 
likely be faced with new registration requirements.  At 
the same time, the approaches established by the Global 
Harmonization Task Force are becoming the international 
standard for regulatory documentation.  Hear about the  
latest developments in these areas and the impacts they  
will likely have on approval processes.
•	 Current concerns with the 510(k) process
•	 Adoption of GHTF Guidances
•	 Insights on proactive approaches to prepare for 

coming changes
James F. Kelly, Ph.D., Senior Director, Regulatory Affairs, 	
Roche Molecular Systems 

9:30 	 Legal Issues Surrounding the Device and 
Diagnostic Regulatory Framework
This presentation surveys the issues under consideration and 
looks at the regulatory and broader legal implications for 
device and diagnostic companies, including:
•	 Predicates in 510(k)s — “Old” predicates and 

predicates with sub-par performance 
•	 Handling of incremental design changes 
•	 Split and multiple predicates
•	 Indications versus Intended Use 
•	 Rescission or modification authority for 510(k)s
•	 Changes in labeling post-clearance
•	 Authorities to control 510(k) devices postmarket — 	

e.g., Condition of approval studies
•	 Potential changes to the regulation of 	

lab-developed tests
Daniel A. Kracov, Partner, Arnold & Porter LLP

10:15 	 Networking and Refreshment Break

F D A  A ddr   e ss
10:45 	 FDA Oversight of Investigational Devices

•	 Overview of CDRH Bioresearch Monitoring 
Program (BIMO)

•	 Overview of the BIMO inspection process

•	 BIMO inspection metrics and trends

•	 New initiatives and areas of compliance interest
Michael E. Marcarelli, Pharm.D., Director, 	
Division of Bioresearch Monitoring, Office of Compliance, CDRH,	
FDA

11:30 	 Analysis of International Risk — Legal Update
2009 saw a dramatic increase in FCPA enforcement and 
2010 has continued that theme.  This increase points 
toward a growing trend in the international enforcement 
landscape with heightened exposure of company 
executives to individual liability.  In this session, hear 
insights surrounding the current trends and the impacts  
for the industry.

•	 Protecting against risk

•	 Analysis of recent cases and impacts for industry

Claudia J. Gilman, Vice President, General Counsel, International, 
Boston Scientific 

12:15  	Luncheon

1:30 	 Emerging Healthcare Markets — Meeting Global 
Regulatory Needs in Latin America  
Latin America continues to be a hot market in the post 
economic environment.  Therefore, it is prudent for 
companies to target this area.  The challenge is that there a 
lot that is unknown in terms of regulatory approvals.   
The continent as a whole has moved from no regulatory 
patents to now accepting in some countries and partially 
accepting in others, making it very diverse and tricky to 
navigate through.  Eight countries formed a conglomerate to 
develop consistency in regulations between these countries.  
This session provides an update on navigating through the 
Latin American regulatory environment.

•	 Highlights of regulatory processes

•	 Terms of different countries

Irina Kulinets, Vice President, Regulatory and Clinical Affairs, 	
Anika Therapeutics Inc.

To Register Call Toll Free 800-817-8601  
(339-298-2100 outside the U.S.) or Fax 781-939-2490.  

Register on our website at www.cbinet.com/regapproval



2:15 	 Strategies to Guide You through the Current 
Regulatory Process
In this session, hear up-to-date information surrounding 
current regulatory guidelines.  Gain insight into the 
current environment, impacts and strategies that can be 
implemented to assist in guiding you through the changing 
regulatory process.  

•	 Analysis of regulatory guidelines and trends 
impacting device and diagnostics

•	 Strategies to assist in regulatory submission process

•	 Anticipate future requirements

Philip T. Lavin, Ph.D., Founder and Vice Chairman of the Board, 	
Global Head, Medical Devices and Strategic Consulting, 	
Averion International Corp.

3:00 	 Networking and Refreshment Break

 3:30 	 When Do You Start Preparing for Your IDE?
Many Class II and most Class III devices under the pathway 
the FDA is taking may require clinical testing during the 
development process.  One common regulatory pathway is  
to apply for an Investigational Device Exemption (IDE).  
The IDE process takes good planning and communication 
from the beginning with an understanding of what is needed 
in the application.  A well planned and well executed 
IDE can help tremendously in the PMA or Premarket 
Notification 510K applications.  

•	 Define significant and non significant risk devices

•	 Key parts of the IDE

•	 FDA and IRB communications

•	 Execution of the IDE study

John McLane, Ph.D. Vice President, Clinical and Regulatory Affairs, COO, 

Clinquest, Inc. 

4:15	 Update Surrounding FDA’s New Infusion  
Pump Initiative

FDA has embarked on a significant new initiative for 

external infusion pumps.  The 510(k) process will 

now include pre-clearance inspections, human factors 

simulations and clinical evaluations and assurance case 

reports.  This promises to have a significant impact on 

pump manufacturers and it could impact the 510(k) process 

for all devices.   

•	 The case for assurances cases 

•	 Can FDA handle the extra review and 	

inspection burdens? 

•	 What does clinical evaluation mean? 

Susan Olinger, J.D. Corporate Vice President, Regulatory Affairs, 	

B. Braun Medical, Inc. 

5:00  	 Close of Conference

   5:00-6:00     Networking, Wine & Cheese Reception
		  Join colleagues and friends in a relaxed setting.

Photo by: Photolink / Getty Images

CBI Research, Inc’s corporate sponsors represent select companies that share a common mission: business advancement through  
thought leadership, strategic interaction and innovation.  The company represented below is a proud contributor on this program and has carefully 
selected messaging, branding or positioning statements to encourage the evaluation and investigation of quality products and/or services available.   

We applaud this company, as well as others that wish to join the conference, as important members of this event’s delegation.

If you are interested in sponsorship or exhibit opportunities, please call Karen Hanover at 339-298-2184, fax 781-939-2536  
or email karen.hanover@cbinet.com

I n  R e cognition          of   O ur   S ponsor      :

To Register Call Toll Free 800-817-8601  
(339-298-2100 outside the U.S.) or Fax 781-939-2490.  

Register on our website at www.cbinet.com/regapproval



CBI  
600 Unicorn Park Drive • Woburn, MA  01801

•	 Registration Fee:       Standard        Advantage Pricing     
	 Conference 	      $1,295            	 $995		
	 Advantage Pricing — Register by July 23, 2010 and SAVE $300.  

Fee includes continental breakfast, lunch, wine and cheese reception, refreshments 
and Online Compendium. Please make checks (in U.S. funds drawn on a U.S. bank) 
payable to CBI Research, Inc. (No personal checks accepted)  Advantage Pricing may 
not be combined with other discount offers, special category rates or promotions. 
Discounts only apply to standard rates.

•	 Team Discount: 
	 Your organization may send 1 executive free for every 3 delegates registered.  

All registrations must be made at the same time to qualify.

•	 Accommodations: 
	 To receive CBI’s special discounted hotel rate on line or by phone, please go to:

• 	On-line:  www.cbinet.com/regapproval
•	 Phone reservations: 800.445.8667 and mention CBI’s Regulatory Approvals. 

	 Cut-off date is September 12, 2010.  Reservations made after the cut-off date or  
after group room block has been filled (whichever comes first) will be accepted  
on a space and rate availability basis.  Rooms are limited so please book early.

	A ll travel arrangements are subject to availability.

•	 Venue: 
	 Hilton Back Bay
	 40 Dalton Street • Boston, MA 02215
	 Hotel reservations: 800.445.8667 
	 Hotel direct line: 617.236.1100

•	 Substitution & Cancellation: 
	Y our registration may be transferred to a member of your organization up to  

24 hours in advance of the conference. Cancellations received in writing on or before 
September 13, 2010 will be refunded, less a $195 administrative charge.  No refunds  
will be made after this date; however, the registration fee less the $195 administrative 
charge can be credited to another CBI conference if you register within 30 days from 
the date of this conference.  In case of conference cancellation,  
CBI’s liability is limited to refund of the conference registration fee only.  
CBI reserves the right to alter this program without prior notice.   
Please Note:  Speakers and agenda are subject to change without notice.    
In the event of a speaker cancellation, every effort to find a suitable replacement will 
be made.  The opinions of the conference faculty do not necessarily reflect those of the 
companies they represent or The Center for Business Intelligence.

•	 Satisfaction Guaranteed: 
	 CBI stands behind the quality of its conferences.  If you are not satisfied with the  

quality of the conference, a credit will be awarded towards a comparable  
CBI conference of your choice.  Please contact 800-817-8601 for further information. 
Advanced preparation for CBI conferences is not required.

 Yes! Please register me for CBI’s Medical Device and Diagnostics Summit on Regulatory Approvals.

 I am registering for ADVANTAGE PRICING    We would like to take advantage of the team discount (see left for details).

 Yes!  Please send me the link to the Online Compendium. I am unable to attend the conference.   

Do you have any special needs?_________________________________________________

KEY CODE (appears above mailing address): _ ___________________________________

1. NAME	 POSITION

2. NAME	 POSITION

3. NAME	 POSITION

4. NAME	 POSITION

COMPANY	 DIVISION

Address

City	 State/COUNTRY	 Zip/POSTAL CODE

Telephone	f ax	 e-mail

Authorized signature

Registration Card  DO NOT REMOVE MAILING LABEL. PLEASE RETURN ENTIRE FORM. PC10040

Free

PRSRT STD 
U.S. Postage 

PAID 
Gallery

Register 3
Get 1 FREE

Payment Options: Payment in full is required to process registration. Please call with any payment questions.

 Enclosed is a check for payment in full (No personal checks accepted)

 MC/Visa:

 Amex:

Name (as appears on card)						E      xp. Date
 
 

Cardholder signature

5 Easy Ways  
to Register

FAX
781-939-2490

Mail
CBI Registration Dept. 
600 Unicorn Park Drive 
Woburn, MA  01801

Phone
800-817-8601  
339-298-2100 
outside the U.S.

E-Mail
cbireg@cbinet.com
Please include all information 
requested on registration card.

WEBSITE
www.cbinet.com/ 
regapproval

Please  
photocopy  

this form for  
additional  
delegates.

 The Next Best Thing to Being There…
Order the Online Compendium if you would like to capture what you’ve missed 
at the conference.  It couldn’t be easier.  The link to the online compendium is 
available for only $198 and includes the conference agenda, presentations and 
speakers’ biographies.  Don’t miss out on this valuable information presented  

by industry leaders exclusively at this event.  Simply fill out the order form  
and submit via phone, fax or website and you’ll receive the link to the  

Online Compendium within 2 weeks after the conference.
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Benefits of Attending:

•	 Latest updates surrounding changes in 	
PMA and 510(k) applications

•	 FDA address surrounding new initiatives 	
and areas of compliance interest

•	 Analysis of recent cases impacting 	
in vitro diagnostics technology

•	 Strategies to guide you through the 	
changing regulatory process 


