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Ta: Jay KolponlMORT/CCDfUS/BAYEH@BAYER-US—NOTES

ce! Craig HbmmnIMORTICCDIUS/BAYER@BAYEH-US-NOTES. Bill
VanderHou/MORTICCDIUSIBAYER@BAYER-US-NOTES. Randy
Kollo/MOHT/CCDIUSIBA\YER@BAYER-US-NOTES. Tery
Glan/MORT/CCD/US/BAYER@BAYER-US-NOTES. Winston
KlﬂonlMORT/CCD/USIBAYER@BAYER-US—NOTES. Catherine
Shook/MORT/CCD/US/BAYER@BAYER-US-NOTES, Myriam
CastrolMORTlCCDNSIBAYER@BAYER—U&NOTES, Anne
Coitay/MORT/CCO/US/BAYER@BAYER-US-NOTES

Subjact: CHPA Yale Study Meeting 1/21/88

Jay,

Attachad is » nice synopsis of the PPA Task Force meeting that took place on Friday. As we
discussed earlier today, Cathie and Winston have calied 8n smergency meeting to figure out what
our next steps will need to be. They will most likely Inciude:

s Understending and overcoming barrierg tg reformulating with pseudoephedrine {pse)
*  Pulling togethar a public reistions statement/response and longer-term action pian if nsaded
¢ Actively contributing to (i not lesding) the charge with CHPA to avoid reclassitication ot PPA

This is potentlaily a huge deal for ASP. Right now, ALL of cur étfervescent formulations use PPA
and there are apparently significant barriers to reformulsting to PSE (this has been considered In the

past). With a $125mm business potentielly at risk, we will need 10 do whatever it takas to work
through this issus.

I'll keep you updated,

Winston Kirton
01/24/2000 03:05 PM

Yo: Terry Glass/MORT/CCD/US/BAYER@BAYER-US-NOTES, Cralg
Hammes/MORT /CCD/JS/BAYER@ BAYER-US-NOTES, Randy
Kotlo/MORT/CCD/US/BAYER@BAYER.US-NOTES, Tarry
Dex/MORT/CCD/US/BAYER@BAYER-US-NOTES, Catherine
Shook/MORT/CCD/US/BAYER@BAYER-US-NOTES, Robert
Schumm/MORT/CCD/US/BAYER@BAYER-US-NOTES

ce: Anng Collsy/MORT/CCD/US/BAYER@BAYER-US-NOTES

Subject: CHPA Yals Study Meeting 1/21/99
Hello,
On 1721, Anne Coiley end | participated in & PPA Task Group moeting heid at CHPA headquarters

to discuss the Yaie Study. The meeling was attendad by representatives from SmithKline,
Whitehall-Robbins, Navartis. Chattem. P&G, Warner-Lambert, The Welinberg Group, and Rudder



Finn (PR firm|. The meating focused on the davelopment of a public relations progrem to deal with
potential adverse publicity from the Yele study results and on stretegies for presenting the Industry
position et the upcoming NOAC meeting.

Yeois Study Update

7 out of 24 ceses of stroke ralated to PPA Cough/Cold use are essociated with ASP
products. This is the highest number of ceses for eny product ldentifiad In the study, The
mothodology used to meke this determination is somewhet controversiel. Subjects were
shown e book of verious products and esked to pick out the one they remembared using
prior to having the stroke.

Novertis, Chattem end the Weinberg Group ere currently In possession of ths raw dete end
heve steted thet they have besn having difficulty raviewing the dete beceuss of the lerge
volume. They have declded not to try end replicate the Yale enslysls {due to short time
frame], but Insteed look for bies and ereas of concern raisted to the proper understending of
the results. The Group is drefting & "Polnts to Consider* peper on how the deta shoutd be
raviewed end reported, this documaent should be aveileble Iater this week.

Ths Yele Investigators are currently revising e draft manuscript report. Novartis and
Chettem ere expected to receive e dreft leter this weak.

Yele Is planning on computing en "ettrlbuteble risk™ for the study populetion and including
this In its final report.

The Investigators heve shared e copy of the dreft report with the Scientific Advisory Group
responsible for monitoring the study. CHPA is trying to contact the chelr of this group, Lou
Lesagne (former FDAer), 10 get his pasition on the report.

NDAC Moesting

Rudder

CHPA made contact with the FDA (LInda Ketz, OTC Division), to get confirmation on the
3/29 date of the meeting. FDA apperently hes concerns with the time frame and would not
conlirm e dete. .

The Tesk Group raised concerns that the FDA might eccept » manuscript report trom the
Yele investigators in lieu of the full deta. Since this would be unprecedented, the peneral
consensus wes that Industry would push {or an FDA review of the date prior to the
maating.

CHPA and the Task Group are hoping to have credible experts (apidemiologlsts,
neurclogists, end stetisticiens) end spokesparscns (including former FDAers) aligned by this
week or next. These persons would perticipate in the meeting as well as interact with the
media. One prominent neme thet was discussad as the primery expert/spokesperson wes
Charles Hennekins, M.D., Epidemiologlst.

CHPA/Experts would present the "Foints to Consider" peper focusing on the dete, the
methodology, end the interpretation of the results.

Finn - Public Relations Agenda

Ruder Finn will be developing an Industry poaition for deeling with adverse publicity. This
will include, 8 CHPA *position paper”, treining credible spokesparsons, monitoring the
medla, & crisis communications reediness plen, and developing & key messege.

Rudder Finn suggests that each company deaignate en “internal spokesperson” to handle
media inquiries.

They will develop B uniform plen for sit the compenies on how consurmer phone c¢elis and
internet queries should be handled.

The Task Group rsissed concerns sbout handling bed publicity internationally. Rudder Finn



Other

will deveiop a plan to address this concern.

it was suggested that Rudder Finn include Yale in any media outreech programs thaey
develop. This will ensure that any comments coming out of Yala would be closely
monitorad. Apperently, as pert of the study contract, Yale is not allowed to discuss the
study resuits with the media directly. This would also jeoperdize their publishing capabilities.

Commentsry was provided that no events ware found reistive to pedistric use. Experts will
be consulted as to whether this category could be spared any reguiatory senctions.
Concerns were raised as to whather potantial issues might arise for pseudoephedrine as &
result of the Yale study. The general parception was that FDA would not restrict access to
both nasal decongestants. it was even suggested that the Task Group might want to look
into ways of protecting this ingredient should PPA have regulatory restrictions.

Novartis confifmed that thay have begun reformulating with pseudoephedrine. Their
regulatory person believes thet the FDA will push for a reclassitication of PPA to Category
li, but that FDA will only require a phase out/reformulstion instead of a recall.

Novartis aiso opinsd that the FDA might opt for a COHORT study whersby sach company
would have to track consumer usage end AEs over a specifiad period of time.

Novsrtis has received resuits of the Nationsl Heaith & Weliness survey which places PPA in
8 favorable light. The report is being revised for distribution.

Consultants are in process of accassing FDA AERS databass for events related to PPA.
CHPA is requiring that Task Group companies submit all AE data on PPA.

The national Poison Control Center detabase is being accessed for related AEs.

It wes notad that Bob Temple (FOA] has an unfavorable position regarding PPA and efforts
should be made to stser tha media away from him,

My general fgeling coming out of the meeting is that CHPA and the member compenies of the Task
Group feel that the Yale study is flawed and inconclusive. There Is howsver, a reluctance to
outright chellenge the credibility of the resufts In an open forum because of the name attached to
the study. | believe that everyone is prepared to collectively. identify ways in which the data may be
intarpreted dif{erently. However, bacause the possibility of reformulstion with pseudoephedrine
exiata for most companies, | do not forses a major fight should the FDA opt to reclessily PPA based
on the study results. At one point in the meating, Bill Soller, V.P., CHPA, had to redirect the
discussion so that the record would not retiect that pseudoephsadrine is e visble elternative.

Please contact me with any quastions you mey heve. t will bs distributing documents gathered from
the meeting.

Regards,
Winston





