Cole, Elaine

From: Hornatko-Munoz, Adrienne

Sent: . Wednesday, August 25, 2004 4:06 PM
To: Cole, Elaine

Subject: FW: information alert draft
Importance: High

At present, | hear a Chiron/OVRR/CDC conference plus Phil Russell is on the line.

—---Original Message----
From: Meyer, Mary
Sent: Wednesday, August 25, 2004 3:34 PM
To: Homatko-Munoz, Adrienne
Subject: FW: information alert draft

—0riginal Message-—

From: Midthun, Karen

Sent: Wednesday, August 25, 2004 3:30 PM

To: Delman, Dana; Osbome, Walter . :

Ce: Goodman, Jesse; Elengold, Mark; Maloney, Diane; Egan, William; Baylor, Norman; Weir, Jerry P.; Levandowski, Rofand A; Cohen,
James S; Eltermann, John; Meyer, Mary; McNeill, Lorrie :

Subject: FW: information alert draft :

~—Qriginal Message--—-—

From: Weir, Jerry P.

- Sent:  Wednesday, August 25, 2004 2:48 PM

To: = Egan, William

Cc: Baylor, Norman; Midthun, Karen; Maloney, Diane; Levandowski, Roland A.
Subject: FW: information alert draft

InformationAlertdra
08-25-04R...




Information Alert
Date: August 25, 2004

Subject: Significant delay of release of the inactivated influenza virus vaccine produced by
Chiron Vaccines for the 2004-2005 influenza season = ’

‘Why this information is Important for the Secretary Now: The supply of inactivated
influenza virus vaccine for the United States will be delayed for the upcoming flu season and,
depending on the outcome of on-going studies, this supply may be reduced. Eight (8) lots of
influenza vaccine have been found to be contaminated with a Gram-negative bacterium, Serratia
marcessans; this représents a loss of approximately 4 million doses of vaccine out of a projected
52 million doses of vaccine planned by Chiron for distribution in the United States. Additional

- sterility testing on all lots of influenza vaccine that have been produced to date by Chiron are
being conducted by the company; to date, approximately 50% of the already-produced lots of
vaccine have been sterility tested by Chiron and have been shown to be negative; the testing of
the remaining lots is on-going, as is an investigation for the probable root-cause of the sterility
failures.

Summary of Issues, Background, and Department Response/Actions:

» Chiron Vaccines and Aventis Pasteur are the two.U.S.-licensed manufacturers of
inactivated influenza vaccines; MedImmune Vaccines is licensed to produce live
attenuated inflnenza vaccine for use in the United States,

» For the 2004-2005 flu season, Chiron planned to produce approximately 52 million
doses of vaccine; Aventis planned to produce approximately 50 million; MedImmune
planned to produce approximately 1 million doses of vaccine. Manufacturing at all three
is still in progress. Based on past years demand and recent ACIP recommendations, it has
been estimated that approximately 100 million doses of vaccine will be needed this year
for the United States. . '

*  While performing release testing, Chiron discovered that 8 lots of filled, trivalent vaccine

” manufactured for this year’s flu season were contaminated with Serratia marcessans, a
Gram-negative bacterium. S »

* The source of the bacterial contamination is still under investigation at Chiron, but testing
of vaccine components indicates that the B/Jiangsw/10/2003 monovalent bulk component
was contaminated and is the probable root source of contamination for the final 8 lots of
the trivalent product.. Chiron suspects  procedural breach in aseptic technique resulted in
the introduction of the bacterial organism. The investigation is continuing and has, to
date, not revealed other contaminated monovalent or trivalent lots.

¢ Chiron indicates that it has not and will not release any vaccine for distribution and use
until their investigation is completed. Chiron indicates that final release of vaccine will
not begin until October at the earliest and not, as originally planned, in August and
September, with completion in October. v

¢ Chiron indicates that the 8 contaminated lots represent a loss of approximately 4 million
doses of vaccine. Chiron indicates that continued manufacturing can make up a portion of
the lost doses, but output is estimated to be at least 2 million doses less than initially
planned.




* “e  Chiron indicates that this situation will be discussed later today with the NVPO and
CDC. Chiron intends to issue a press release on Friday August 27, 2004 to inform the

public of this situation. . 4 ,
e FDA/CBER/OVRR is working closely with Chiron to monitor and resolve the situation.

Contacts:

William Egan, FDA/CBER/OVRR," s

Jerry Weir, FDA/CBER/OVRR/DVP,  ~—==———=
Roland Levandowski, FDA/OVRR/DVP, ——mmemmem




