i,

Brockner Ryan, Beth

From: Paftriarca, Peter - .

Sent: Friday, July 02, 1999 10:24 AM

To: BACHORIK, LAWRENCE ; )

Cc: ‘Baylor, Norman; Esber, Elaine: Goldenthal Karen; Ball, Leslie; Deal, Carolyn D.
Subject: RE: Q and As

Sensitivity: Confidential -

Larry: | aiéo have a few suggestions and some “heads-up's” which you may wish to consider ___ they represent my own
pgnal views, and, in the mterest of time, have not been clearad by my superiors.

You wish to point out that (1) FDA confinuously examines safety, potency, and purity issues for ail vaccines and
works fy wimpmmanufacb.:rels o improve every product wherever and whenever possible [ie., the thimerosal issueis

£ ] d
whenever possible [and FDA is now actively pursuing this, as you probably know] — could have other important "nan-
medical” downsides, including the potential elimination of mult-dose presentations for certain vaccines, which will (i)
irueasedulecostofvac_cms;andf)hamesbmge[space}reqmrememgmﬂ]ecﬁrﬁcseﬂmg. You should also be
aware that if the U.S. (and perhaps eEU)adqptsapwﬂ:onmatﬁteﬂWerofeﬁwlmmwexpnwreoMgh

i ilspotenﬁaibeneﬁstomepointwherenomusedmmeUSwEur_opewmcmtaiqu[whi@ is where things

appear to be headed], this could also have a sev impact on gicba} ndwoﬂd’)vaccmaﬂonpmgrams,paawuaﬂyfor
pepgm{gndwhde-oeﬂDTPvaocirtioes.Mﬂomgmhgém.ﬁmwwnmegmmMﬁan

r potentially many years to come. a made a Academy of Pediatrics to “tread
:{gﬁtﬂy" and “consider the global ramifications™ of their evolving policy.

Finally, hnwm\mpersanalopinim-mdasaheads—upbemselheﬁeveitcould come up — the greatest point of
wmaabﬂﬂymﬂwisi&sueisﬂaatmesysﬁenaﬁcmviewofmhnetmmvaccines by the FDA could have been done years
3go and on an ongoing basis as the childhood immunization schedule became more complex. The calculations done by

3 fDAa{enptou ex. ﬁnnotsumﬁﬂmm‘ﬂbeanmywayumofmepotenﬁalpemepﬁonummema CDC and

immunization policy bodies may have been “asleep at the switch" re: thimerosal until now.

From: fnat Ball, Leske

18_::1& m&n 1999 11:08 PM

gci mﬁrg«m Esber, Elaine; Patriarca, Peter; Goldenthal, Karen
Lamy:

Medamnwsuggesledmﬂsiomtomeoandﬁs. Reganding the literature revi
amhetmdcityat_h‘hdoses,asweﬂashywsensmwy_ itivily reactions low doses, especially from topical exposure.
Regad‘qygmeVAERS_seafcq,QOmﬁ_rggoﬂsmmeVAERSdatabaseﬁmnisQOtoissa?ormhﬁosaL Most
reporlsmvohedalblmcreachunsﬂwpmnﬂhwly),ammughamuseandeﬁeardaﬁomhipmumnotbe&embﬁsma.
I hope this helps.

<< File: thimerosalQA1.doc >>



