complian€@®nline

The Largest GRC Advisory Network

2-day In-person Seminar

Regulatory Compliance for Dietary Supplements

in the US, EU and Canada

By: James Russell, Director, Regulatory Affairs for RIR Consulting, Inc

Location 1: June 25-26, 2015 | Salt Lake City, UT

PROFESSIONALS SOCIETY

Making better healthcare products possible®™

Location 2: August 6-7, 2015 | St. Louis, MO

Course "Regulatory Compliance for Dietary Supplements in the US, EU and Canada" has
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upon full completion.

James Russell, Director, Regulatory Affairs for RIR Consulting, Inc

I Mr. Russell is the Director of Business Development and Regulatory

| | Affairs for RJR Consulting Inc, a leading global regulatory

y consulting firm servicing the Life Science and Consumer Products

ﬂm industries. Mr. Russell has 13 years of experience in the Life

— _______  Science field, encompassing foods, dietary supplements,
pharmaceuticals and medical devices.

Agrowing public demand for supplements has resulted in a flurry of companies creating
and marketing dietary supplements in the United States, EU and Canada. With the
regulatory authorities beginning to take a stronger stance on enforcement of regulatory
policies, procedures and GMP compliance, it is important for companies to verify that
their products comply with the latest regulations and provisions if they plan to market
Supplements in these countries.
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James joined RJR Consulting in 2009 to assist companies with their global regulatory,
manufacturing and distribution needs. Prior to RIR, Mr. Russell worked for a large life science
distribution company with organizational responsibilities including regulatory, supply chain,
business strategy and product data quality. Mr. Russell currently teaches on a variety of
regulatory topics and is a participating member of the Regulatory Affairs Professionals Society
(RAPS).

This 2-day interactive live seminar will review the regulations that impact Dietary
Supplements in the US, EU and Canada and discuss how to verify that products are
compliant with these regulations. Differences with food and drug regulation in these
countries will be noted as well. We will also cover what qualifies as a dietary supplement
or dietary ingredient, how to ensure GMP compliance as well as detailed requirements for
labeling and acceptable marketing claims. An update on current events within the
Supplement industry and the potential impacts to Manufacturers and Distributors in the
US, EU and Canada will also be presented and discussed.
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AGENDA

2-day In-person Seminar
REGULATORY COMPLIANCE FOR DIETARY SUPPLEMENTS IN THE US, EU AND CANADA
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DAY ONE (8.30AM - 5.00PM)

Dietary Supplement Regulation in the U.S.

v Dietary Supplement Overview
» What is a dietary supplement?
» Supplements vs.
o Pharmaceuticals
o OTC Drugs
o Conventional Foods
o Medical foods
o Natural products
o Herbal medicinal products

v Organizations and Regulatory Structure

» FDA Structure regarding Dietary Supplements
» Industry Groups

v History of Dietary Supplement Regulation

» Early History
» DSHEA
» Code of Federal Regulations

v Manufacturing Considerations
» Company & Facility Registration
» GMP Requirements
» GMP inspections

v Dietary Ingredients
» What qualifies as a dietary ingredient?
» Old dietary ingredients vs. New dietary ingredients
» New Dietary Ingredient Notification (NDIN)

» Updated New Dietary Ingredient Guidance from FDA

v Labeling Considerations

» Display Panels & Layout
» Supplement Facts Panel
» Labeling Claims
o Health claims
o Disease Claims
O Structure/Function claims
o Disclaimers/Substantiation

» Notification of labeling claims to FDA
» Dietary Supplement Labeling Act

v Advertising Considerations
» FDA vs. FTC jurisdiction
» Enforcement
» Expressed vs. Implied Claims
O Exercises & examples
» Disclosures
» Claim Substantiation
» Testimonials

DAY TWO (8.30AM - 4.30PM)

Food Supplement regulation in the EU

v Overview

» What is a food supplement?
» Borderline products
» Medicinal Foods

v Organizations and Regulatory Structure

» EU Regulatory Structure
» Industry Groups

v Supplement Regulation

» Early History
» Food Supplement Directive

v Manufacturing Considerations
» Company & Facility Registration
» GMP Requirements

WHO WILL BENEFIT

v Dietary Ingredients
» What qualifies as a dietary ingredient?
» Ingredient safety
» RDA vs RDI
» DRV vs % Daily Value

v Labeling Considerations

» Display Panels & Layout
» Labeling Claims
O Health claims
o Disease Claims
o Reduction of Disease Risk Claims

o Nutrition Claims

» Notification requirements

v Advertising Considerations

» Enforcement
» Claim Substantiation

v Executives/Managers within Dietary Supplement or Natural Product companies

v Regulatory Compliance Professionals in the Supplements or Natural Products area

v Quality Assurance or Quality Control Professionals

v Dietary Supplement or Natural Product Manufacturers & Distributors

www.complianceonline.com

Sales/Marketing Personnel in the Supplement or Natural Product Industries
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Natural Health Product regulation in Canada

v Overview

» What is a Natural Health Product?

v Organizations and Regulatory Structure
» Canadian Regulatory Structure

O Health Canada

o Canadian Health Products Directorate

v Supplement Regulation
» National Health Products Regulation
» Differences between Canada and US
» Supplements monographs
» Requirements for pre-market approval

v Manufacturing Requirements for Natural
Health Products in Canada

v Dietary Ingredients
v Labeling Considerations
v Advertising Considerations

v Enforcement and Post-Marketing
Surveillance

Review of Current Events and other Industry Topics
Questions and Answers
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GROUP REGISTRATIONS

Send Your Team for Maximum Benefit Get your
team up to speed!

2 Attendees - Get 10% off
Registration Information: 3 to 6 Attendees - Get 20% off
7 to 10 Attendees - Get 25% off

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. 10+ Attendees - Get 30% off
Call +1-888-717-2436 or Fax your PO: 650-963-2556.
Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline Call Toll Free +1-888-717-2436
(MetricStream, Inc), 2600 E. Bayshore Road, Palo Alto, CA 94303. if you have any queries.

v Please fill this form with attendee details and payment details and fax it to 650-963-2556
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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 @ +1-888-717-2436 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 $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 seminar) 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 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: ...Regulatory Compliance for Dietary Supplements in the US, EU and Canada
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Attendee Details:

Register for 3 and 4" person gets a free pass.

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
OFQANIZALION ..vevviiie ettt ae e e enees [ ] Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)
............................................................................................................ [ |charge to: [ Jvisa [ IMastercard [_]American Express
AAATESS oo [ (=T [ A o%= 1o 1o o SRR OTRRN
EXPIFALION GAEE .....oiiiiiiiie e

G e TOLAI AMOUNT P ..ottt ettt ettt ettt e et et e e nneene s

. SHONALUIE ...ttt et e ettt et e e et e e e st e e st e e e ase e e e st e e seeeenbe e e enteeenreeetaeenreas
] =1 (T le ............................... (Signature required on credit card and bill-me orders.)
COUNTTY s PN NAIME. ..ttt ettt ettt e ettt e e ee et et e teeeeeeeteeeete e aeeeeeterea
PhONE ..ot FaX oo [ ]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 650-963-2556
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