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Meeting Agenda

Monday, February 4th 9:00am-5:00pm

9-9:20 Welcome and Introduction — Larry Callahan [FDA]

9:20-9:50 NCATSs overview - Noel Southall [NIH/NCATS]

9:50-10:40 Overview of the IDMP — Larry Callahan [FDA]

10:40-11:00 Break

11:00-11:30 Content of the Current FDA Substance Registration System — Frank Switzer [FDA]

11:30-12:00 Functional Design for a Dutch Implementation of ISO 11238 — Herman Diederik
and Ciska Matai [Netherlands MEB]

12:00-1:00 Lunch

1:00-1:45 Current German Regulatory Substance Information — Thomas Balzer [BfArM]

1:45-2:30 Content of Health Canada Regulatory Databases - Vikesh Srivastava
[HealthCanada]

2:30-3:00 Overview of System Architecture — Trung Nguyen and Tyler Peryea [NIH/NCATS]

3:00-3:15 Break

3:15-4:00 An Overall ISO 11238 Substance Model — Matthew McKennirey [FDA]

4:00-5:00 Scope of system / Database discussion — Larry Callahan



Tuesday, February 5th 9:00am-5:00pm

9:00-12:00 Chemical Data and Databases; Discussion on Federated Data Searching — Mitch Miller

[Scientific Thinking]
ChemIDPlus [Mitch Miller]
NCI resolver [Markus Sitzmann]
PubChem [Evan Bolton]
Chemical Database Projects Delevered by RSC eScience[Tony Williams]

INCHI [Steve Heller]

12:00-1:00 Lunch

1:00-1:30 Discussion on Names; Mandatory Sources, and Standardization — Herman Diederik

1:30-2:00 ISO 11238 Data Model for Specified Substances for Chemicals — Larry Callahan

2:00-2:45 SPL Messages: Means for Data Exchange and Substance Identification— Yulia Borodina [FDA]
2:45-3:00 Break

3:00-3:45 Relevance of Substance Registration to NCATS’ Mission — Chris Austin [NIH/NCATS]
3:45-4:15 Polymer Data Model (Non-Protein; Non Nucleic Acid) — Larry Callahan

4:15-5:00 Discussion of an ISO 11238 Data Model for Polymers

Wednesday 9:00am-5:00pm

9:00-10:00 Pharmacopeial Data and Processes for Naming — TBD [USP]

10:00-10:45 Discussion USAN and INN Processes — Andrzej Wilk [USP]

10:45-11:00 Break

11:00-12:00 ISO 11238 Data Model for Proteins and Nucleic Acids — Larry Callahan

12:00-1:00 Lunch

1:00-1:30
1:30-2:00
2:00-2:15
2:00-2:30
2:30-2:45
2:45-3:45
3:45-5:00

ISO 11238 Data Model for Structurally Diverse Materials — TBD [FDA]
CBER'’s Use of UNIIs for Defining Substances — Jianmin Zhang [FDA]
Immunoglobulins in Substance Registration — Larry Callahan [FDA]
Tissues, Cells — Fouad Atouf [USP]

Break

Biologics Examples and Discussion

ISO 11238 Specified Substances, Groups 1, 2, 3 [and 4]



Thursday 9:00am-4:00pm

9:00-10:30 Barcode of Life for Species Substance Specification — Haile Yancy and Jonathan
Deeds [FDA]

10:30-12:00 Herb and Herbals — AHPA, Kew Gardens & ITIS

12:00-1:00 Lunch

1:00-1:30  Stability Studies in Specification — Norman Gregory [FDA]

1:30-3:00 Discussion of Scope, Data Linking and Development Timeline — Noel Southall

3:00-4:00 Wrap-up

To participate remotely please join us at:

https://ncats.webex.com

Topic: Implementation of ISO 11238 for Substance Registration

Date: Every 1 day, from Monday, February 4, 2013 to Thursday, February 7, 2013
Time: 9:00 am, Eastern Standard Time (New York, GMT-05:00)

Meeting Number: 733 291 620

Meeting Password: (This meeting does not require a password.)

To join the online meeting (Now from mobile devices!)

1. Go to https://ncats.webex.com/ncats/j.php?ED=206662642&UID=1308968877&RT=MiMxMQ%3D%3D
2. If requested, enter your name and email address.

3. If a password is required, enter the meeting password: (This meeting does not require a password.)

4. Click "Join".

5. Follow the instructions that appear on your screen.

To view in other time zones or languages, please click the link:
https://ncats.webex.com/ncats/j.php?ED=206662642&UID=1308968877&0ORT=MiMxMQ%3D%3D

To join the audio conference only

To receive a call back, provide your phone number when you join the meeting, or call the humber below
and enter the access code.

Call-in toll-free number (US/Canada): 1-877-668-4493

Call-in toll number (US/Canada): 1-650-479-3208

Global call-in numbers:
https://ncats.webex.com/ncats/globalcallin.php?serviceType=MC&ED=206662642&tollFree=1

Toll-free dialing restrictions: http://www.webex.com/pdf/tollfree restrictions.pdf

Access code:733 291 620



For assistance

1. Go to https://ncats.webex.com/ncats/mc
2. On the left navigation bar, click "Support".

You can contact me at:
veithh@mail.nih.gov

To update this meeting to your calendar program (for example Microsoft Outlook), click this link:
https://ncats.webex.com/ncats/j.php?ED=206662642&UID=1308968877&ICS=UMI&LD=1&RD=2&ST=1&S
HA2=AAAAAjWRUBWTZd0JfkbP6hiMnozgq7xZxHXdbrY8e6/J9i5SEm&AID=1308968972&RT=MiMxMQ%3D%3
D

WebEx will automatically setup Meeting Manager for Windows the first time you join a meeting. To save
time, you can setup prior to the meeting by clicking this link:
https://ncats.webex.com/ncats/meetingcenter/mcsetup.php

The playback of UCF (Universal Communications Format) rich media files requires appropriate players. To
view this type of rich media files in the meeting, please check whether you have the players installed on
your computer by going to https://ncats.webex.com/ncats/systemdiagnosis.php.

http://www.webex.com

CCP:+16504793208x733291620#

IMPORTANT NOTICE: This WebEx service includes a feature that allows audio and any documents and
other materials exchanged or viewed during the session to be recorded. By joining this session, you
automatically consent to such recordings. If you do not consent to the recording, discuss your concerns
with the meeting host prior to the start of the recording or do not join the session. Please note that any
such recordings may be subject to discovery in the event of litigation.
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