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SUBJECT: Child-Resistant Packaging

DATE OF MEETING: March 6, 2CCC

PLACE: Embassy Suites, Burlingame, CA

LOGC ENTRY SOURCE: Suzanne Barone, Ph.D.. Pharmacologist, HS ﬁya/

COMMISSION REPRESENTATIVES: Suzanne Barone, HS,

NON-COMMISSION REPRESENTATIVES: PARCS attendees

SUMMARY OF MEETING:

The Pacific Regicn Clinical Supplies group sponsored a seminar.
A copy of the agenda is attached. Suzanne Barone discussed the
Poigon Prevention Packaging Act (PPPA) regulations for
investigational new drugs. A copy of the slides is attached.
The CPSC reguires child-resistant packaging of investigational
drugs under the oral prescription drug rule.




PARCS

Monday, March 6, 2000

Embassy Suites
Burlingame, CA
9:00 a.m. - 5:00 p.m.

Recently, child-resistant packaging regulations were expanded to include clinical
trial material packages. The morning session will be devoted to industry, test
procedure and CPSC perspectives on this timely subject. In addition, a FDA
chemistry reviewer will cover what man ufacturing, packaging and testing
information the FDA expecis to see as part of the CMC section of IND’s. Other
topics include communication with contractors, cleaning verification studies and

techniques to protect perishable clinical supplies.

Introduction to PARCS

Sponsor’s Welcome

Projections for the Conduct of 215t Century Clinical Trials

: Chiid-Resistant Packaging Test Procedures

Consumer Product Safety Commission (CPSC) Regulations for the

Packaging of Investigational Clinical Supplies

Update on Industry Task Force Approach to Compliance with
CPSC Regulations

Lunch (included in price of meeting)

FDA Chemistry Reviewer’s Expectations for IND Information
On Manufacturing, Packaging and Testing of Clinical Supplies

Getting the Most from Contract Clinical Supply Services
Communication is the Key to Successful Clinical Supply Projects

The Importance of Cleaning Verification Studies When Preparing
Clinical Supplies — An Analytical Viewpoint

Protecting Perishable Clinical Supplies: Selection and Pack-out
Using Refrigerants, Dry Ice and Shipping Containers

David Bernstein
Cato Research

Monte Maroevich
Dow Pharmaceutical

Jane Ganter
Applied Clinical Trials

Rich Ward
Perritt Laboratories

Suzanne Barone
USs CPSC

Frank Tiano
PCI Clinical Services

John Simmons
USFDA

"Monte Maroevich

Dow Pharmaceuticals

Bob Whetstone
IBAH Pharmaceutics

Frank Santitlo
ProClinical

Lawrence Gordon
FDC Packaging
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