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t o be f or war ded t o 
 
Congr essman Dan Bur t on,  Chai r man Gover nment  
Ref or m Commi t t ee,  2157 Raybur n House Of f i ce Bui l di ng,  Washi ngt on,  D. C.  
20515- 6143.  
 
As t he f or mer  head of  t he Of f i c i al  Medi c i nes Cont r ol  Labor at or y 
( r egul at i ng bat ch r el ease and per f or mi ng l i censur e assessment  r epor t s 
f r om 1988- 98)  one of  my mai n i nt er est  was or ganomer cur i al s i n medi c i nal  
pr oduct s.  
 
I n 1987- 88 I  di d a l ot  of  l i t er at ur e r esear ch on or ganomer cur i al s i n 
medi c i nal  pr oduct s ( Thi omer sal =TM and Na- t i mer f onat ) .  I n addi t i on i n 
col l abor at i on wi t h t he I nst i t ut e f or  Anal yt i cal  Chemi st r y we wer e abl e 
t o f i nd,  t hat  t hi omer sal  was degr aded t o et hyl mer cur ychl or i d and 
t hi osal i cy l i c  aci d i n i mmungl obul i ns and vacci nes.  
 
At  t he begi nni ng my mai n concer n was TM i n ant i t hymocyt i c gl obul i n 
pr epar at i ons ( ALS) .  I n one pr oduct  we wer e sur pr i sed t o det ect  
t hi omer sal ,  as a undecl ar d i ngr edi ent  accor di ng t o t he SPC.  Wi t h t hi s 
pr oduct  up t o 58 mg TM can be gi ven i n 4 weeks and i nt oxi cat i on cannot  
be excl uded wi t h t hi s pr oduct .  Thi s i nt oxi cat i on woul d r esul t  i n a 
" s i l ent "  damage.  The pr oduct  al so v i ol at ed t he r egul at i ons l ai d down i n 
t he Eur opean Phar macopoi ea.  The pr oduct  ( ATGAM,  Upj ohn USA)  was 
wi t hdr awn f r om t he mar ket  i n Aust r i a i n 1988-  and due t o my concer ns not  
l i censed i n Ger many ( i n 1988 I  was 10 weeks at  t he Paul  Ehr l i ch 
I nst i t ut e sponsor ed by WHO) .  
 
Heywor t h MF ( San Fr anci sko)  publ i shed a Revi ew ( I mmunol ogi cal  Revi ew 
( 1982)  65: 79- 97)  Ti t l e"  Cl i ni cal  Exper i ence wi t h Ant i l ymphocyt e 
Ser um( ALS) "  wher e he concl uded " . . .  mer t hi ol at e shoul d no l onger  be 
added t o ALS or  ot her  mat er i al s whi ch ar e i nt ended f or  use i n human 
subj ect s" .  
 
To communi cat e my concer s I  wr ot e a l et t er  t o t he edi t or  of  New Engl and 
J of  Medi c i ne t i t l ed " Unconsi der ed r i sk due t o TM i n Ant i - Lymphocyt i c 
Gl obul i n Pr epar at i on" ;  t he publ i cat i on was r ej ect ed on 19. 12. 1988,  t he 
same happened wi t h a l et t er  t o The Lancet .  
 
My f ur t her  i nt er est  was f ocused on TM i n i mmunogl obul i ns i n gener al .  
Near l y al l  i mmunogl obul i ns f or  human use wer e pr eser ved wi t h TM at  t hi s 
t i me.  
 
Toxi c i t y  due t o TM was publ i shed at  t hi s t i me,  onl y one exampl e Mat heson 
DS et  al .   J  of  Pedi at r i cs ( 1980)  97: 153- 155.  Mat heson descr i bes a 
c l assi cal  mer cur y i nt oxi cat i on and concl udes:  " I t  woul d appear . . .  t hat  
t he mer t hi ol at e ( = TM)  whi ch i s  used as a pr eser vat i ve i n a commer ci al l y  
avai l abl e gammagl obul i n pr epar at i on r epr esent s a pot ent i al  hazar d t o 
pat i ent s r ecei v i ng chr oni c par ent er al  t her apy wi t h gammagl obul i n. . "  One 
ol der  paper   i n a chr oni c dosi ng st udy of  squi r el  monkeys summar i zed 
" Never t hel ess accumul at i on of  mer cur y f r om chr oni c use of  TM pr eser ved 
medi c i nes i s  v i ewed as a pot ent i al  hazar d f or  man" Bl ai r  AM Toxi col ogy 
( 1975)  3: 171- 76.  Some TM cont ai ni g i mmunogl obul i ns wer e t aken of f  t he 
mar ket  i n t he ear l y 90i es-  i n speci al  TM cont ai ni ng Rubel l a-
i mmunogl obul i ns.  
 
Dr .  Manf r ed Haase Paul - Ehr l i ch I nst i t ut e ( PEI )  shar ed my concer ns and 
i ni t i at ed t he r emoval  of  TM i n i mmunogl obul i ns.  A l et t er  f r om t he PEI  
( dat ed 22. Jan. 1992)  was al so wr i t t en t o t he CPMP i n or der  t hat  al l  



Member  St at es suppor t  t he act i on.  
 
I n par al l el  i n 1988 I  st ar t ed t o make a l i t er at ur e r esear ch on TM i n 
ot her  pr oduct s i ncl udi ng vacci nes.  I n t he l at e 80i es we had some 
" i mmunomodul at or s"  on t he mar ket  ( l ook i n googl e. com f or  I mudon,  
Buccal i n and I RS 19 among ot her s)  wi t h quest i onabl e pot ency but  
pr eser ved wi t h TM.  I n addi t i on we had TM cont ai ni ng i nact i vat ed vacci nes 
on t he mar ket .  Si nce we have a good cover age of  Ti ck- bor ne- encephal i t i s  
vacci ne,  we had a hi gher  t hen nor mal  amount  of  peopl e sensi t i zed agai nst  
mer cur y,  somet i mes hi gher  t han agai nst  ni ckel -  and al so a hi gher  mer cur y 
bur den i n vacci nes i n t he f i r s t  15 mont h of  l i f e.  
 
I  al so cal cul at ed mer cur y bur den i n vacci nes and i n baby f ood r esul t i ng 
i n t he f act  t hat  much mor e or gani c mer cur y was gi ven wi t h vacci nes i n 
t he 1st  yr  of  l i ve compar ed t o f ood.  
 
Dur i ng al l  t hi s t i me I  addr essed my concer ns al so t o r epr esent at i ves of  
t he phar maceut i cal  i ndust r y at  meet i ngs i n Aust r i a and abr oad,  al so t o 
r epr esent at i ves of  US- manuf act ur er s of  vacci nes.  
 
I n a l et t er  t o t he Eur opean Phar macopoi ea ( addr essed t o Jean- Mar c 
Spi esser )  dat ed 21. May 1996 I  agai n f or mul at ed my concer ns and pr oposed 
a ban on or ganomer cur i al s.  As encl osur e I  added t he cor e l i t er at ur e 
r egar di ng TM.  Thi s l et t er  was f or war ded t o EMEA and t oget her  wi t h ot her  
concer ned peopl e t he di scussi on st ar t ed t o r emove TM.  So  concer ns 
r egar di ng TM i n medi c i nes wer e publ i shed f r om t he 70i es i ncl udi ng 
sensi t i zat i on ( Mvl l er  H Mer t hi ol at e Al l er gy-  a nat i onwi de i at r ogeni c 
sensi t i zat i on Act a Der mat ovener ( St ockhol m)  ( 1977) 57: 509- 517) .  
 
To my opi ni on i t  was ver y c l ear  i n t he  80i es,  t hat  TM i s an 
unappr opi at e pr eser vat i ve i n medi c i nes.  Maj or  t oxi c i t y  concer ns 
r egar di ng i t s  use i n pr epar at i ons wi t h a hi gh vol ume per  i nj ect i on 
and/ or  l ow body wei ght  and maj or  concer ns due t o pot ent i al  mass 
sensi t i zat i on so j eopar di z i ng ever y vacci nat i on pr ogr amm.  Speci al l y  
women of  chi l dbear i ng age coul d have anaddi t i onal  but  avoi dabl e 
t er at ogeni c r i sk ( Rubel l a- i mmunogl obul i ns wi t h TM,  and vacci nes wi t h TM 
and ot her  pr oduct s) .  I n medi c i ne r i sks whi ch can be avoi ded must  be 
avoi ded.  
 
I  ur ge you t o ban or ganomer cur i al s i n medi c i nal  pr oduct s and al so i n 
medi cal  devi ces.  
 
Si ncer el y 
 
 
Wol f gang Maur er  
Vi enna Uni ver s i t y  Chi l dr en` s Hospi t al ,  Aust r i a 
wol f gang. maur er @akh- wi en. ac. at  


