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II.

MINUTES OF THE TELECONFERENCE

OF THE PORI PSD MASS BALANCE WORKING GROUP ON
21 OCTOBER 2002

PARTICIPANTS

Terry Tougas (Boehringer Ingelheim), Chair
Jeff Blumenstein (Pfizer)

Paul Curry (BI)

Mary Devlin Capizzi (IPAC-RS)
Bill Doub (FDA)

Ken Furnkranz (FDA)

Lana Lyapustina (IPAC-RS)
Jolyon Mitchell (Trudell Medical)
Brian Rogers (FDA)

Ron Wolff (Eli Lilly)

Bruce Wyka (Schering-Plough)

DISCUSSION

During the teleconference, Working Group members:

reviewed the “Good Cascade Impactor Practices” paper (v.13.1) and
discussed final comments;

reviewed the latest draft of the MB/ APSD Failure Questionnaire, and agreed
on further revisions; and

discussed the issue of CI check lists.

The following points were made:

Regarding GCIP

a disclaimer should be added to the GCIP paper stressing that the document
does not replace the need for each company to carefully consider CI issues
during product development;

the paper should be considered as a state of the art review of potential causes
of CI/MSLI measurement failures and not as a “final PQRI
recommendation”;

with the DPTC and SC approval, the GCIP paper could be published in a
peer-reviewed journal; and

if approved by the DPTC and SC, Dr. Mitchell will approach the Editor of
Journal of Aerosol Medicine to explore the possibility that it be published in an
upcoming special issue focusing on cascade impactors (likely deadline for
submission - end of 2002, for publication in 2003).
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Regarding Check List and Questionnaire

e to be of use, the check list must be product- and method-specific. The value
of a general check list that would need to be tailored by each company may
be considered in the future. At present, the Working Group is not ready to
address the issue of developing a check list; and

e the Working Group will gauge the extent of current use of check lists through
the MB/APSD Failure Questionnaire, and may re-visit this issue after survey
results are analyzed.

III. AGREED

e The GCIP paper should be revised to include final comments discussed
during the teleconference, and forwarded to the DPTC and SC for
consideration.

e With the approval of the DPTC and SC, the GCIP paper could potentially be
submitted for publication in the upcoming special issue of the Journal of
Aerosol Medicine focusing on cascade impactors.

e The Questionnaire on MB/APSD failures should be finalized as discussed
during the teleconference and forwarded for comments to the DPTC.

e The Questionnaire should include a new question on use of check lists for
impactor runs. After survey results are analyzed, the WG may re-visit the
issue of check lists.

IV. NEXT TELECONFERENCE/MEETING

The next teleconference of the PSD Mass Balance Working Group is scheduled for
Friday, 8 November 2002 at 9:00 AM (US ET)/14:00 (UK Time).



