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Peggy J. Berry, MBA, RAC, President & CEO, Synergy Consulting (Ex-FDA Official

Peggy J. Berry, MBA, RAC, is the President & CEO at Synergy Consulting where she provides consulting services to companies in all aspects of drug development.
She also provides group and one-on-one training in drug development, regulatory affairs and project management topics. Prior to founding Synergy Consulting in
2015, she was Vice President of Regulatory Affairs at Insmed (2/2015-5/2015) where she was responsible for the development and implementation of global regulatory
strategies and the management and oversight of the regulatory affairs department. Prior to Insmed, she was Vice President of Regulatory Affairs and Quality at Amarin
(3/2009-2/2014). She has also held a variety of senior level positions at Dyax (5/2006-3/2009), MGl Pharma (now Eisai; 7/2005-5/2006), AstraZeneca (10/2001-7/2005),
and Dey Pharma (now Mylan; 12/1997-10/2001). She has also held Regulatory Affairs roles within two clinical contract research organizations (ILEX Oncology and
Cato Research Ltd; 1992-1997) and has worked in review divisions at the FDA (1985-1992). In addition, Ms. Berry consults for a number of companies in the regulatory
and quality area, conducts a number of training courses, and is active in the Regulatory Affairs Professionals Society. She is the editor of the 2010 book "Choosing
the Right Regulatory Career" (RAPS, MD) and author of the 2011 book "Communication & Negotiation" (RAPS, MD).

v Regulatory Affairs

v Quality Assurance

v Pharmacovigilance

v Project Management

v Regulatory Operations

v Medical and Technical writers

v Professionals preparing IND, DMFs, NDAs and other submissions
v IT Professionals

v Anyone responsible for providing content for the CTD
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The international agreement to assemble all Quality, Safety and Efficacy information for
a drug or biologic product into a common format (called the CTD - Common Technical
Document) has improved the speed and efficiency for companies working in global
development programs and clarified expectations by regulatory bodies. Reformatting for
multiple submissions is substantially limited. The CTD has improved the regulatory review
processes and enabled implementation of good review practices. The eCTD has
increased efficiency for reviewers and improved submission times.

Day One (8:30 AM - 4:30 PM)

v Registration Process - (8:30 am till 8:45 am)

v Lecture 1: Overview of the drug development program and source of
relevant submission documents

v Lecture 2: Discussion of the roles and responsibilities for CTD preparation
v Lecture 3: Review of the CTD format requirements

v Lecture 4: Discussion on the successful transition from other formats
to the CTD

v Lecture 5: Placement of content into the CTD format; including
less obvious items

v Lecture 6: Review of different requirements across regions
(US, EU, Canada)

v Lecture 7: Implementing tools for the project management of
CTD preparation and publishing
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This two day workshop will provide you with an in-depth review of the content and format
requirements of the CTD/eCTD. Hands-on activities will include organizing specific study
reports and other documents into the CTD, using tools for the project management of the
CTD preparation, and pre-publishing an eCTD.

Day Two (8:30 AM - 4:30 PM)

v Lecture 8: Technical requirements for an eCTD submission
v Lecture 9: Document naming requirements
v Lecture 10: Building the folder structure
Lecture 11: Internal document requirements for the eCTD
v Lecture 12: Performing "pre-publishing" work for each document
v Lecture 13: Tools for tracking and managing eCTD content
v Lecture 14: Performing quality checks on the eCTD

v Lecture 15: Updating content in the CTD and eCTD
(amendments, supplements, variations, etc.)
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Registration Information:

Register Online. Use your American Express, Visa or MasterCard.

Get your group to attend the seminar at a discounted price call +1-888-717-2436.

Call Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or Fax your PO: +1-650-565-8542

Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline (MetricStream, Inc), 2479 East Bayshore Road,
Suite 260, Palo Alto, CA 94303.

v Please fill this form with attendee details and payment details and fax it to +1-650-565-8542
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Terms & Conditions
Your Registration for the seminar is subject to following terms and conditions. If you need any clarification before registering for this seminar
please call us @ Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or email us @ editor@complianceonline.com

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 $300 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 seminar) a credit for the amount paid minus administration fees ($300) 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 seminar,
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.

Seminar Topic: ...SCTD Submissions of IND and NDA/BLA to the US FDA, EU and Canada
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Attendee Details:

Name Title Email
Attendee 1
Attendee 2
Attendee 3
Attendee 4
Email address (so you can receive order acknowledgements, updated news, product information and special offers)
Company Information Payment Options
OrganiZation .........ccuiiiiii et D Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)
............................................................................................................ [ Jcharge to: [ JVisa [ |MasterCard [_]American Express
AQATESS oo Credit Card NO. ..o
EXPIration date ..........ouiiiii e

Y oo TOtal @MOUNT F ..ottt ettt aeenenas

. IS =T (BTSSP
State c.veeeie e WA | o R (Signature required on credit card and bill-me orders.)
COUNTTY s PINE NBME ...ttt s s st e s e s et e s e es e e s enenensseanesaneeanen
Phone ..o FaX ..o [ ]Bill Me/my COMPANY § ...

Purchase order # ...
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to +1-650-565-8542
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