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Tom Loker Michele Sharp Robert Popovian
Businessman | Author | Speaker, Startup Sr. Director Regulatory Affairs at Eli Lilly and Sr. Director, US Government Relations at Pfizer
Consultant and Advisor SYDK.ORG, Company Pharmaceuticals

Contributor to California Political Review

Josh Stein Darin Oppenheimer James Vachon
CEO & CO Founder, AdhereTech Regulatory Affairs Expert, Global Medical Associate Director, Takeda Pharmaceuticals
Device Regulations & Licensure Authority, International Co

Strategic & Engaging Leader, Baxter
Healthcare Corporation

John Kelly E Jeff Gibbs Dr. Ron Weissman

Healthcare, Compliance and Government VP Internal Audit (Chief Audit Executive) at Chairman, Software SIG, Band of Angels
Investigations Attorney at Bass, Berry & Sims Biogen Idec

Terri Jollymour Rick Williams
Sr. Director, Operations Readiness & Convergence Partner, Newport Board Group New England
Johnson & Johnson Corporate Supply Chain Practice, Chairman of Point Care Technology,
Quality & Compliance Board member of Amorphex Therapeutics
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DAY 01 - JUNE 16, 2016
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08:00 - 09:00 am

09.00 - 09.05 am

09.05-09.30 am

09.30-10.00 am

10.00-10.30 am

10.30 - 10.45 am

10.45-11.15am

11.15-11.45am

11.45-12.15 pm

12.15-12.30 pm

12.30 - 01.30 pm

01:30-02:10 pm

02:10 - 02:50 pm

(5 02:50-03:05 pm

(5 03:05-04:00 pm

Registration and Breakfast

Intorduction to ComplianceOnline & Summit

Compliane®nline

PHARMA
SUMMIT 2016

Note: This program may be subject to alterations and additions.

Future of Healthcare, NOT Embodied by Government Reform - Inspirational Keynote

Thomas Loker

Businessman | Author | Speaker, Startup Consultant and Advisor SYDK.ORG, Contributor to California Political Review

FDA Approval Licensing Process for Products Containing Novel Adjuvant

FDA Invited

FCPA and Internal Control Issues Across Pharmaceutical Industry

John Kelly E

Healthcare, Compliance and Government Investigations Attorney at Bass, Berry & Sims

Networking Tea/Coffee Break

Drugs Patent & Trademark
FDA Invited

Pharmacovigilance Audit Strategy

Risk-Based Monitoring Implementation
FDA Invited

Sponsorship & Speaking Opportunities

Lunch Break

TRACK A - SESSIONS

Drug Safety Regulatory Update and Outlook

Process and SOP Compliance

Darin Oppenheimer
Regulatory Affairs Expert, Licensure Authority,
Strategic & Engaging Leader, Baxter Healthcare Corporation

Networking Tea/Coffee Break

TRACK B - SESSIONS

Demonstrating Value to Attract New
Investments

Dr. Ron Weissman
Chairman, Software SIG, Band of Angels

Challenges Associated with Stakeholders
Amidst Mergers & Acquisitions

Rick Williams

Partner, Newport Board Group New England Practice,
Chairman of Point Care Technology, Board member of
Amorphex Therapeutics

Networking Tea/Coffee Break

Vendor Governanace / Supply Chain Management
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DAY 02 - JUNE 17, 2016
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08:00 - 09:00 am

09:00 - 09:50 am

09:50-10:35am

10:35-11:05am

11:05-11:25am

11:25-11:55 am

11:55-12:10 pm

12:10-12:30 pm

12:30-01:30 pm

01:30-02:15 pm

02.15-03:00 pm

03:00 - 03:20 pm

03:20 - 04:00 pm

Note: This program may be subject to alterations and additions.

Breakfast and Networking

FDA's View on Domestic Manufacture of APIs in the Country
FDA Invited

Quality System Management and Changing Regulations

Michele Sharp
Sr. Director Regulatory Affairs at Eli Lilly and Company

eHealth System

Networking Tea/Coffee Break

How Does the FDA Monitor Off Label Drug Administration
FDA Invited

Sponsorship & Speaking Opportunities

Clinical Trials--Assessing Safety and Efficacy for Diverse Population

Lunch Break

TRACK A - SESSIONS

TRACK B - SESSIONS

Standardizing Packaging & Labelling Globally

Robert Popovian
Sr. Director, US Government Relations at Pfizer Pharmaceuticals

Cloud Based Drug Design & Development

Josh Stein
CEO & CO Founder, AdhereTech

Evolving Payment Models and Regulatory
Consideration

James Vachon
Associate Director, Takeda Pharmaceuticals International Co.

Auditing R & D - Key Risk Areas in Preclinical
Development Clinical Development,
including Use of CRO's

Networking Tea/Coffee Break

Current Challenges with Orphan Drug Development

Strategic Survey for "ComplianceOnline Pharma Summit 2016 - Risk Control & Compliance":

We are seeking suggestions from the pharma/biotech community in preparation for the Agenda of this Summit.
This survey asks your opinion on what's important to you and what we should include.

Click here to start the survey!



https://www.surveymonkey.com/r/BFT8V3H
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............ Registration Form ...
Registration Information: Terms & Conditions:
» Register Online. Use your American Express, Visa or MasterCard. Your Registration for the summit is subject to
» Get your group to attend the summit at a discounted price call +1-888-717-2436. following terms and conditions. If you need any
» Call +1-888-717-2436 or Fax your PO: 650-963-2556. clarification before registering for this summit

please call us at +1-888-717-2436 or email us
at customercare@complianceonline.com

» Pay your check to (payee name) “MetricStream Inc” our parent company and mail the check to:
ComplianceOnline (MetricStream, Inc), 2600 E. Bayshore Road, Palo Alto, CA 94303.
» Please fill this form with attendee details and payment details and fax it to 650-963-2556

Cancellations and Substitutions:

Written cancellations through fax or email (from the person who has registered for this conference) received at least 10 calendar days prior to the start
date of the event will receive a refund - less a $200 administration fee. No cancellations will be accepted - nor refunds issued - within 10 calendar
days from the start date of the event. On request by email or fax (before the summit) a credit for the amount paid minus administration fees ($200) will
be transferred to any future ComplianceOnline event and a credit note will be issued. Substitutions may be made at any time. No-shows will be
charged the full amount. We discourage onsite registrations, however if you wish to register onsite payment to happen through credit card immediately
or check to be submitted onsite. Conference material will be given on the spot if it is available after distributing to other attendees. In case it is not
available we will send the material after the conference is over. In the event ComplianceOnline cancels the summit, ComplianceOnline is not
responsible for any airfare, hotel, other costs or losses incurred by registrants. Some topics and speakers may be subject to change without notice.

ComplianceOnline Pharma Summit 2016 - Risk Control & Compliance

Summit: ... T T L L S R L T T L T T T
Date & Location: .. Eftiladelphia, PA | June 16-17, 2016 e
Attendee 11 NAME .....ooiiiii e EMail .o
Attendee 2 1 NAME ....ooiiiii e EMail .o
Attendee 3 1 NAME ..o Email ..o
Attendee 4 1 NAME ......oooiiiii e EMall .o
Attendee 51 NamMe ... Email ..o
Attendee 6 1 NaMe ... Email ...
Attendee 7 : NaME ... Email ...
Attendee 8 : NaMEe ..o Email ...

Company Information Payment Options

[l Check enclosed, payable in U.S. funds to (Payee Name)

Organization..........cueei i (MetricStream, Inc.)
AAArESS.....ccieeie e 0 Charge to: [ ] Visa [ | MasterCard | American Express
Gty State....cooeveviiieeine ZiPeeoiiiieee

Credit Card NO. ..o
COUNTTY. ..ttt

Expiration date .........cccccociiiiiinnnn. Total amount $........ccoevvvvveiiiieiee
Phone........ccoiveiiiiee FaX. oo

SHGNALUIE.. ..t e e e

(Signature required on credit card and bill-me orders.)

PNt NAME. ...
comn“an@ n | I n e [] Bill me/my company $ .....cccoovriieinrnrienene Purchase order #.........cccccoovvennnen,
The Largest GRC Advisory Network (Payment is required by the date of the conference.)

Metrl CSt rea m E Please fill this form with attendee details and payment details and fax it to 650-963-2556


www.complianceonline.com/pharma-summit-2016-risk-control-compliance-seminar-training-80332SEM-prdsm?channel=pdf_brchr

a PHARMA

ComplianceOnline
Summit Experience

Philadelphia, PA June 16-17, 2016




