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The H earing Cleric,
Pood & Brag A d m in is tra tio n , 
Boom 8-86 ,
5600 F ish e rs  Lane,
R o ck v ille ,
Maryland 20852,

Department o f  H ealth . Education  and Welfare 
Food and Drug A d m in is tra tio n  
(21 CFR P a r ts  121. 128. 133)
A sbestos P a r t i c l e s  in  Food & Dings 
N otice o f Proposed Rule-Maid,rut.

In  accordance w ith  th e  p ro v is io n s  made th e r e in ,  I  wish re s p e c t fu l ly ,  on 
b e h a lf  o f C a rlso n -F o rl L im ited , to  submit a  number o f comments on th e  above 
N otice p r in te d  in  th e  F ede ra l R e g is te r , Volume 38, No. 188, on F riday  
28th  September, 1973 a s  followBS-
1. Me do no t f e e l  t h a t  i t  iB a p p ro p ria te  f o r  u s , a s  s p e c ia l i s t s  in  the  

f i e l d  o f f i l t r a t i o n ,  t o  comment in  any d e t a i l  on th e  v a rio u s  m edical 
a sp e c ts  o f th e  p o ss ib le  h e a l th  hazards th a t  may a r i s e  from the  
in g e s t io n  o f a sb e s to s  f ib r e s .  On th e  o th e r  hand, a s  t h i s  Company 
and i t s  p red ecesso r Companies, John C. Carlson Lim ited and 
T.B. Ford L im ited , have been a c t iv e  in  th e  supply  a n d /o r m anufacture 
o f a sb e s to s  b e a rin g  f i l t e r  media s in ce  1921 in  th e  form er case and 
s in ce  1937 in  th e  l a t t e r  ca se , w ith  the  form er Company a ls o  b e ing  
ab le  to  draw on th e  experience  o f  i t s  prew ar s u p p lie r  o f a sb e s to s  
b e a rin g  f i l t e r  media who have been o p e ra tiv e  in  th e  f i e l d  s in c e  about 
th e  tu r n  o f th e  c en tu ry , we do f e e l  competent to  make comment on the  
usage o f such f i l t e r  media. We r e f e r  you to  th e  enclosed  paper which 
we have prepared  e n t i t l e d  "A B r ie f  H isto ry  o f the  Use o f A sbestos 
B earing F i l t e r  Media fo r  th e  C la r i f ic a t io n  and S t e r i l i s a t i o n  of 
Beverages and Drugs". From t h i s  you w i l l  see th a t  v a r io u s  forms o f 
a sb e s to s  b ea rin g  f i l t e r  media -  f i l t e r  p u lp , f ib ro u s  m a te r ia ls  and 
f i l t e r  sh e e ts  -  have oeen in  use i n  th e  beverage in d u s t r ie s  fo r  
n e a rly  a  cen tu ry  and in  th e  p re p a ra tio n  o f drugs fo r  some 50 y e a rs .
In  view o f t h i s  r e l a t iv e ly  long  h is to ry  o f usage o f th e se  f i l t e r  
media fo r  th e  beverage and drug  in d u s t r ie s ,  we v en tu re  to  suggest 
t h a t  i f  th e re  were a  s e r io u s  h e a l th  hazard  a s so c ia te d  w ith  th e  
in g e s tio n  o f a sb e s to s  p a r t i c le s  th a t  th e y  might co n ta in , i t  would 
have shown i t s e l f  e re  now.

U. S. A, 17th  December, 1973
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2. I t  i s  an estab lish ed , f a c t  th a t  the  use o f a sb e s to s  b ea rin g  f i l t e r  
sh e e ts  has enabled  producers o f b e e rs , w ines, s o f t  d rin k s  and f r u i t  
ju ic e s  to  e lim in a te  sp o ilag e  organism s and th u s  p resen t to  the  
consuming p u b lic  a  s ta b le  product th a t  w i ll  no t d e te r io r a te  in  
q u a li ty  i f  s to re d  f o r  long p e rio d s .
W hilst i t  i s  agreed  th a t  i t  i s  p o ss ib le  t o  ensure m ic ro b io lo g ica l 
s t a b i l i t y  of beverages by means o f p a s te u r is a t io n ,  i t  i s  an accepted  
practical f a c t  th a t  s t e r i l i s i n g  of b e e r by means o f a sb e s to s  b ea rin g  
f i l t e r i n g  media i s  f a r  more economic th a n  " in  b o t t l e "  p a s te u r is a t io n  
o f th e  packaged p ro d uc t. F u rth e r , no t only a re  running  c o s ts  very  
much low er bu t a ls o  c a p i ta l  c o s ts  f o r  th e  n ecessa ry  equipment and 
b o th  th e se  f a c to r s  must r e f l e c t  fav o u rab ly  on o v e ra l l  p roduc tion  c o s ts . 
In  th e  s h o r te r  term  th e  f la v o u r  o f a  beverage s t e r i l i s e d  by f i l t r a t i o n  
w i l l  no t show up to  advantage a s  compared to  th a t  which has been 
p a s te u r is e d  b u t, in  the  lon g er term , i t  does. In  o th e r  words, where 
t r a d in g  c o n d itio n s  a re  such th a t  the  p a r t i c u la r  beverage i s  l ik e ly  to  
be s to re d  f o r  a  co n s id erab le  p e rio d  p r io r  to  consumption then  the  
consuming p u b lic  b e n e f i ts  by having a t  i t s  d isp o sa l a  product o f a 
b e t t e r  f la v o u r .
The use o f f i l t e r  sh e e ts  c o n ta in in g  sp e c ia l  a d so rp tiv e  ag en ts  can 
r e s u l t  in  an improved q u a li ty  o f processed  beverage a t  low er co s t 
than  o th e r  methods. ty p ic a l  examples a re  th e  s t a b i l i s a t i o n  o f 
b e e rs  a g a in s t  c h i l l  hazes and o x id a tio n  hazes by p ass in g  them through  
f i l t e r  sh e e ts  im pregnated w ith  P o ly c la r  AT -  P o ly v iny lpo lypyro llidone  -  
which g iv e s  a  product o f such s t a b i l i t y  a s  could only be achieved by 
extended co ld  s to ra g e  and a l l  t h a t  th a t  means by h ig h e r c a p i ta l  c o s ts  
f o r  th e  n ecessa ry  equipment and n a tu r a l ly ,  very  much h ig h e r running 
c o s ts .  Another example i s  th e  usage o f carbon im pregnated f i l t e r  
sh e e ts  by s o f t  d r in k  m anufacturers th a t  en ab les  them to  use a  lower 
grade o f  sugar f o r  th e  m anufacture o f t h e i r  p ro d uc ts  than  would o th e r­
wise have been th e  case and th e reb y  to  keep down t h e i r  m anufacturing 
c o s ts .

3 . R eference i s  made in  th e  F ede ra l R e g is te r  to  th e  q u es tio n  o f pyrogen 
removal from p a re n ta l  d ru g s. Hay we take  t h i s  o p po rtu n ity  o f drawing 
your a t t e n t io n  to  a  work by W allhausser and Schmidt e n t i t l e d  
" S te r i l i s a t io n :  D esin fek tio n  K onserveirung Chem otherapie", published  
in  1967.
We enclose  herew ith  a  p h o to s ta t copy o f pages 41 and 42 o f t h i s  
p u b lic a t io n  to g e th e r  w ith  a  "w ithout commitment" t r a n s la t io n .  You 
w i l l  no te  from t h i s  work th a t  i t  i s  s p e c i f ic a l ly  s ta te d  th a t  pyrogens 
can be e lim in a te d  by f i l t r a t i o n  and f u r th e r  th a t  th e re  appear to  be 
two c la s s e s ,  one o f which can be e lim in a te d  by membrane f i l t r a t i o n  
bu t th e  o th e r  o f which can only be removed by dep th  f i l t r a t i o n  through 
f i l t e r  sh e e ts  which a re ,  o f co u rse , a sb e s to s  b ea rin g .
May we a ls o  draw your a t t e n t io n  to  c e r ta in  o th e r  a sp e c ts  o f pyrogens 
and t h e i r  e lim in a tio n  from p a re n ta l  d ru g s. I t  i s  accep ted  t h a t  they  
can be d estroy ed  by h ea t bu t th e re  a re  c e r ta in  drugs which a re  therm o­
la b i l e  and th e re fo re  th e  only p o ss ib le  way to  f re e  them from pyrogens 
i s  by f i l t r a t i o n .  I t  w i l l  be c le a r  from what has a lre a d y  been s ta te d  
in  t h i s  re sp e c t th a t  th e  id e a l  system  i s  c le a r ly  th a t  a s  proposed fo r  
th e  p ro cess in g  o f p a re n ta l  drugs i . e .  f i l t r a t i o n  th rough  a  dep th  
medium such a s  an a sb e s to s  b ea rin g  f i l t e r  sheet fo llow ed by an o th er 
f i l t r a t i o n  th rough  membranes f o r ,  in  t h i s  way, one has th e  c e r ta in ty  
t h a t  b o th  ty p e s  o f p y ro gen  w i l l  be e lim in a te d .
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W hilst w ater can h ard ly  he c l a s s i f i e d  a s  thermo l a b i l e ,  i t  i s  neverthe­
l e s s  acknowledged th a t  i t  cannot he f re e d  from pyrogens by d i s t i l l a t i o n  
f o r  py ro gen -lik e  bod ies which have th e  same tem pera tu re  r a i s in g  e f f e c t ,  
nan and do pass  over when w ater i s  d i s t i l l e d .  A ctiva ted  carbon can 
c e r ta in ly  be used f o r  pyrogen removal f o r  many p ro d uc ts  and, indeed, 
th e re  i s  a  sp e c ia l  a sb e s to s  and carbon b e a rin g  f i l t e r  sheet a v a i la b le  
to  th e  pharm aceu tical in d u s t r ie s  th a t  combines bo th  carbon and dep th  
f i l t r a t i o n  when used f o r  depy rogenising  f i l t r a t i o n  o f pharm eutica l 
p ro d u c ts .

I t  i s  g r a t i f y in g  to  no te  th a t  th e  Food & Drug A d m in is tra tio n  does not 
propose any c o n tro l o r p ro h ib i t io n  o f th e  use o f a sb e s to s  b ea rin g  f i l t e r s  
in  th e  p re p a ra tio n  o f beverages and food and we t r u s t  th a t  th e se  o b se rv a tio n s  
serve  to  support t h e i r  recommendation and th a t  they  w il l  be g iven  due c o n s id e ra tio n  
when th e  d e f in i t iv e  ru le s  a re  drawn up.

Tours f a i t h f u l l y ,
fo r  and on b e h a lf  o f CARLSON—FORD LTD.,

G. Osgood 
Deputy Chairman

E nclosed:
B r ie f  H isto ry  o f use of

A sbestos B earing F i l t e r  Media 
P h o to s ta t copy pages 41/42D esin fe k tio n  K onserveirung Chemotherapie 
Without commitment t r a n s la t io n .


