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6™ Annual Joint Chinese Pharmacopoeia-USP
Science and Standards Symposium
10th Annual USP Science and Standards Symposium

Partnering Globally for 21% Century Medicines

September 18-19, 2013
Baltimore Marriott Waterfront, Baltimore, Maryland

~ Proposed Agenda ~
(As of Aprif 3, 2013)

Wednesday, September 18, 2013

7:30 a.m.-5:00 p.m. Registration and Information Harborside Foyer
7:30 a.m.-8:30 a.m. Exhibits Open ) Harborside Foyer
7:30 a.m.-8:30 a.m. Breakfast Harbor D-E
8:30 a.m.—9:156 a.m. General Session | Harbor A-C

Opening Ceremonies & Welcoming Remarks

9:15 a.m.-10:30 a.m. General Session Il: 21% Century Medicines
21% medicines are an integral and increasing component of healthcare systems
and healthcare delivery. Mechanisms fo promote their continuing availability to
assure patient/consumer access will be considered, with focus on both
challenges and opportunities.

Speaker 1 NIH

Speaker 2 Manufacturers
Speaker 3 FDA

Speaker 4 SFDA

10:30 a.m.—11:00 a.m. Morning break Harborside Foyer
10:30 a.m.—11:00 a.m. Exhibits Open Harborside Foyer

11:00 a.m.—-12:15 p.m. General Session lll: Chemical Medicines and Excipients Harbor A-C
Chair: TBA
This session will discuss chemical medicines and ingredients, both drug
substances and excipients, remain a dominant force in therapeutics. Assuring
their quality, safety and efficacy in the context of falsified and substandard
medicines is a continuing and perhaps increasing challenge nationally and
globally. Solutions will be sought and promoted.

Speaker 1 (Industry)
Speaker 2 (Regulatory)
Speaker 3 (Pharmacopeia)

12:15 p.m.— 1:30 p.m. Awards Luncheon Harbor D-E

USP Science & Standards Symposium and Week of Meetings
September 18-19, 2013, Baltimore, MD
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Wednesday, September 18, 2013 (continued...)

12:15 p.m.~1:30 p.m.
1:30 p.m.~2:45 p.m.

2:45 p.m.—-3:15 p.m.
2:45 p.m.~3:15 p.m.
3:15 p.m,—4:30 p.m.

4:30 p.m.—6:30 p.m.

4:30 p.m.—6:30 p.m.

Exhibits Open Harborside Foyer
General Session IV: Biological Medicines Harbor A-C
Chair: TBA

This session will discuss biologic medicines are an increasing therapeutic force
in China and the US with an evolving understanding of reference, biosimilars and
interchangeable biosimilars. China, US and global approaches will be
considered fo assure patient access to good quality medicines.

Speaker 1 (Industry)

Speaker 2 (Regulatory)

Speaker 3 (Pharmacopeia)

Afternoon break Harborside Foyer

Exhibits Open Harborside Foyer

General Session V: Herbal Medicines and TCM Harbor A-C
" Chair: TBA

This session will consider complex relationships between herbal medicines
Chinese Traditional Medicines, and US dietary supplements moving in national
and global commerce.

Speaker 1 (Industry) - TBA

Speaker 2 (Regulatory) — FDA Speaker (TBA)
Speaker 3 (Pharmacopeia) — Maged Sharaf, Ph.D., UsP

Networking Reception Harborside Foyer
Join fellow Symposium participants to digest all of the day’s sessions over
cocktails and canapés.

Exhibits Open Harborside Foyer

Thursday, September 19, 2013

7:30 a.m.—4:30 p.m.
7:30 a.m.—8:30 a.m.
7:30 a.m.-8:30 a.m.

8:30 a.m.-9:30 a.m.

Registration and Information Harborside Foyer
Exhibits Open Harborside Foyer
Breakfast Harbor D-E

General Session VI Session |: Quality for 21 *t Century Medicines

GMPs and Pharmacopeial standards are closely allied in assuring access

to good quality medicines. National perspectives from the Chinese and USP
leadership will be presented.

1. USP
2. ChP

USP Science & Standards Symposium and Week of Meetings

September 18-19, 2013, Baltimore, MD
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Thursday, September 19, 2013 (continued...)

Track Sessions

Four concurrent tracks will consider focused topics related to the quality of 21% century medicines, with wrap
summaries from each track prepared and presented at the Closing Plenary.

9:45 a.m.—11:00 a.m. Track Session |
Track 1: Chemical Medicines Harbor A-C
Track 2: Biological Medicines Harbor D
Track 3: Recent Advances in Traditional Chinese Medicines  Harbor E
Track 4: USP Interactions with FDA and Stakeholders TBA
11:00 a.m.-11:30 a.m. Morning Break
11:00 a.m.-11:30 a.m. Exhibits Open Harborside Foyer
11:30 a.m.—12:45 p.m. Track Session I
Track 1: Chemical Medicines Harbor A-C
Track 2: Biological Medicines Harbor D
Track 3: Traditional Medicines—International Perspectives Harbor E
Track 4: Excipients TBA
12:45 p.m.—1:45 p.m. Box Lunches
12:45 p.m.—1:45 p.m. Exhibits Open , Harborside Foyer
1:45 p.m.-3:00 p.m. Track Session Il
Track 1: Chemical Medicines Harbor A-C
Track 2: Biological Medicines Harbor D
Track 3: Traditional Medicines—International Perspectives Harbor E
(continued...)
Track 4: Excipients TBA
3:00 p.m.—3:30 p.m. Afternoon Break
3:30 p.m.—4:30 p.m. General Session VIi: Closing Plenary Harbor D-E
Speaker (TBD)
4:30 p.m. Science and Standards Symposium Concludes*®

*Presentations will be available at the close of the meeting

USP Science & Standards Symposium and Week of Meetings
September 18-19, 2013, Baltimore, MD
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