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to be forwarded to

Congressman Dan Burton, Chairman Gover nnment
Ref orm Commi ttee, 2157 Rayburn House O fice Building, Washington, D.C.
20515-6143.

As the former head of the Oficial Medicines Control Laboratory

(regul ating batch release and performng |licensure assessnent reports
from 1988-98) one of nmy main interest was organonercurials in medicina
products.

In 1987-88 | did a lot of literature research on organonercurials in
medi ci nal products (Thionmersal =TM and Na-tinmerfonat). In addition in
coll aboration with the Institute for Analytical Chenmistry we were able
to find, that thionmersal was degraded to ethylnmercurychlorid and
thiosalicylic acid in inmungl obulins and vacci nes.

At the beginning ny nmain concern was TMin antithynocytic globulin
preparations (ALS). In one product we were surprised to detect

thi onersal, as a undeclard ingredient according to the SPC. Wth this
product up to 58 nmg TM can be given in 4 weeks and intoxication cannot
be excluded with this product. This intoxication would result in a
"silent" damage. The product also violated the regulations laid down in
t he European Pharnmacopoi ea. The product (ATGAM Upjohn USA) was

wi thdrawn fromthe market in Austria in 1988- and due to nmy concerns not
licensed in Gernmany (in 1988 | was 10 weeks at the Paul Ehrlich
Institute sponsored by WHO .

Heyworth MF (San Franci sko) published a Review (I mrunol ogi cal Revi ew
(1982) 65:79-97) Title" Cinical Experience with Antilynphocyte
Serum(ALS)" where he concluded "... merthiolate should no | onger be
added to ALS or other materials which are intended for use in hunman
subj ects".

To communi cate nmy concers | wote a letter to the editor of New Engl and
J of Medicine titled "Unconsidered risk due to TMin Anti-Lynphocytic
@ obulin Preparation"; the publication was rejected on 19.12.1988, the
sanme happened with a letter to The Lancet.

My further interest was focused on TMin imunoglobulins in general
Nearly all imunogl obulins for human use were preserved with TMat this
tinme.

Toxicity due to TMwas published at this tine, only one exanpl e Mt heson
DS et al. J of Pediatrics (1980) 97:153-155. ©Matheson describes a
classical nercury intoxication and concludes: "It would appear... that
the nerthiolate (= TM which is used as a preservative in a conmercially
avai | abl e ganmagl obul i n preparation represents a potential hazard to
patients receiving chronic parenteral therapy with gammagl obulin.." One
ol der paper in a chronic dosing study of squirel nonkeys sumrari zed
"Nevert hel ess accumul ati on of mercury from chronic use of TM preserved
nmedi cines is viewed as a potential hazard for man"Blair AM Toxi col ogy
(1975) 3:171-76. Sone TM contai ni g i nmunogl obulins were taken off the
market in the early 90ies- in special TM containing Rubell a-

i mmunogl obul i ns.

Dr. Manfred Haase Paul -Ehrlich Institute (PEI) shared ny concerns and
initiated the renpval of TMin inmunogl obulins. Aletter fromthe PE
(dated 22.Jan. 1992) was also witten to the CPMP in order that al



Menmber States support the action.

In parallel in 1988 | started to make a literature research on TMin

ot her products including vaccines. In the |ate 80i es we had sone

“i nmunonodul at ors" on the market (1 ook in google.comfor |nmudon

Buccalin and I RS 19 anpbng others) with questionabl e potency but
preserved with TM In addition we had TM cont ai ni ng i nacti vated vacci nes
on the narket. Since we have a good coverage of Tick-borne-encephalitis
vacci ne, we had a higher then normal amount of people sensitized against
mercury, sonetines higher than against nickel- and al so a higher nercury
burden in vaccines in the first 15 nonth of l|ife.

| also calculated nmercury burden in vaccines and in baby food resulting
in the fact that much nore organic mercury was given with vaccines in
the 1st yr of live conpared to food.

During all this tine | addressed nmy concerns also to representatives of
t he pharmaceutical industry at neetings in Austria and abroad, also to
representatives of US-manufacturers of vaccines.

In a letter to the European Pharnacopoi ea (addressed to Jean-Marc

Spi esser) dated 21. May 1996 | again fornul ated ny concerns and proposed
a ban on organonercurials. As enclosure | added the core literature
regarding TM This letter was forwarded to EMEA and together w th other
concerned peopl e the discussion started to renove TM So concerns
regarding TMin medici nes were published fromthe 70i es including
sensitization (M/ler H Merthiolate Allergy- a nationw de iatrogenic
sensitization Acta Dermat ovener (Stockholm (1977)57:509-517).

To ny opinion it was very clear in the 80ies, that TMis an
unappropi ate preservative in medicines. Major toxicity concerns
regarding its use in preparations with a high volume per injection

and/ or | ow body wei ght and maj or concerns due to potential nass
sensitization so jeopardizing every vaccination programm Specially
worren of chil dbearing age could have anadditional but avoidable
teratogenic risk (Rubella-inmnogl obulins with TM and vaccines with T™M
and ot her products). In nedicine risks which can be avoi ded nust be

avoi ded.

| urge you to ban organomercurials in nedicinal products and also in
nmedi cal devi ces.

Sincerely
Wl f gang Maur er

Vi enna University Children s Hospital, Austria
wol f gang. maur er @kh-wi en. ac. at



