July 16, 2002

Dear Colleague:

As you know, FDA is holding a public meeting to solicit comments on the regulatory initiative that will propose to require the placement of barcodes on human drugs and biological products.   There will also be some discussion of placing barcodes on medical devices. The meeting will be held on Friday, July 26 from 9 a.m. to 5 p.m. at the William H. Natcher Conference Center, Building 45, National Institutes of Health (NIH) campus, 45 Center Drive in Bethesda, MD.  

You have been selected to appear as a speaker on the afternoon of July 26.  The open public meeting will begin at 2:00 p.m. on Friday.  Panel discussions will begin at 9:45 a.m.until 1:50 p.m. the same day.  A lunch break is planned for 11:15 a.m.  Meeting registration will begin at 8:00 a.m. outside the auditorium. Please plan on arriving at the meeting as early as possible on Friday. 

This letter serves as confirmation that you will participate as an individual speaker during the afternoon session.  Our program is absolutely full; we will unable to accommodate any more requests to speak.  We will be keeping an individual waiting list of potential speakers and will permit individual speakers to participate if there are any vacancies in the program.   Presentation time for each speaker will be limited to 5 minutes.  During the meeting, we will have to strictly adhere to the specified timeframes because of the very significant interest in the barcoding issue.  We will not be able to accommodate PowerPoint presentations because of these time constraints.  

In the June 18 Federal Register Notice announcing this meeting, FDA asked for specific feedback on a number of very targeted questions.  Presentations should be focused solely on responding to these questions.  We understand that many of you asked for considerably more time than 5 minutes.  In lieu of the short presentation times, we hope you will submit full written comments that will be considered prior to promulgating a proposed rule.   Many of you have forwarded full comments to me.  A representative from the Dockets Management Office will also be at the meeting to collect comments.

The following is a breakdown of speakers for the open public hearing:

2:00 – John Roberts, UCC

2:05 – John Terwillger, UCC

2:10 – Bert Patterson, Premier

2:15 – Bruce Weniger, CDC

2:20 – Mike Sim, ADVIAS

2:25 – Terry O’Brien

2:30 – Mike Cohen, ISMP

2:35 – Diane Cousins, USP

2:40 – Bob Krawisz – NPSF

2:45 – Jane Englebright – Federation of American Hospitals

2:50 – Skip Robinson – Consorta Catholic Resource Partners

2:55 – Mark Neuwanschander – Hospital Rx

3:00 – Bruce Wray, Computype

3:05 – Bruce Ritchie – Hemophilia Foundation

3:10 – Edwin Steane, ICCBBA

3:15 – Stephen Polinsky, GenuOne

3:20 – Peter Mayberry, HCPC

3:25 – Robert Schwartz, HDMA

3:30 – David Collins, Data Capture Institute

3:35 – Daniel Ashby, Johns Hopkins University

3:40 – Ron Barenburg – Barcode Technology

3:45 – Billy Snipes – Returns onLine

3:40 – Ed Hancock, American Health Packaging

3:45 – Michael Coughlin, ScriptPro

3:50 – Karen Long – AIM

3:55 – Carla Smith, HIMSS

4:00 – Deb Faucette, NACDS

4:05 – Robert Rack, Rack Design Group

4:10 – Stuart Creque, FindtheDOT

4:15 - Laurence Edzenga, VISI

4:20 – John Riddick, Novation

4:25 – Allen Dunehew, Amerinet

4:30 – Vaughan Hennum, Information Services

4:35 – Max Peoples, RxScan

4:40 – ADVAMET representative 

If you are spending the night, we suggest the following hotels that are within the greater Bethesda area:

Holiday Inn Select – Bethesda

877-888-3001

30 652 2000

8120 Wisconsin Avenue

Four Points by Sheraton – Bethesda

301-654-1000

800-325-3535

8400 Wisconsin Avenue

American Inn of Bethesda

301-656-9300

1-800-323-7081

Parking is extremely limited on the NIH campus; there are also strict security measures in place for anyone driving on campus.  We strongly suggest you take Metro (Red Line – Medical Center stop) or stay within walking or shuttle bus distance of the conference center.  The Natcher Conference Center is a 5 minute walk from the Medical Center Station on the Red Line.  The Metro is also accessible from Washington National Airport.

Once again, thank you for agreeing to participate in this important meeting.  

We are looking forward to seeing you on July 26, 2002.

Sincerely yours,

Mary Gross

Senior Policy Analyst

Office of Drug Safety

Center for Drug Evaluation

  and Research

FDA

