
VIA COURIER DELIVERY 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

December 1,2003 

RE: Interim Final Rule - Registration of Food Facilities UndCr the Pubhd.Health 
Security and Bioterrorism Preparedness and Response A& ‘of iO1)2 ‘[D@$t ‘No: 
02N-0276-J 

Dear Sir or Madam: 

On behalf of its members, the International Activated Carbon Manufacturers Association 
(IACMA) is requesting a clarification that activated carbon (charcoal) is not a“‘food” 
within the meaning of the term as used in the Interim Final Rule -‘Registration of Food 
Facilities Under the Public Health Security and Bioterrorism Preparedness and Response 
Act of 2002, 68 Fed. Reg. 58893, 58961(0ct. 10,2005)(to be codified at 21‘ C.F.R. 
Q 1.227(b)(4)). 

Activated carbon is used by the food and beverage industries for the removal of 
impurities and decolorization of liquid food ingredients and food. Activated‘carbon’ 
functions by the adsorption of impurities and color bodies from the food onto the porous 
surface of its substrate. The process entails either passing the food through a column 
packed with the carbon or adding activated carbon in powder form to the food: always 
followed by the complete removal of the carbon via filtration during subsequent steps. 

We believe activated carbon is properly excluded from the definition of “food’+’ under the 
Interim Final Rule because it is a “food-contact substance” as defi,ned in section 
409(h)(6) of the Food, Drug and Cosmetic Act, 21 U.S.C. 348(h)(6). Section 409(h)(6) 
of the Act defines a food-contact substance as “any substance intended for use as a 
component of materials used in manufacturing, packing, packagin‘g, transporting, or 
holding food if such use is not intended to have any technical effect in such food? We 
believe that activated carbon meets this definition in all current food uses and ~ 
applications; activated carbon is not intended to become a permanent part of’ the 
food, and therefore is never intended to have a tedhnical effect in’the fodd: I$ fact, 
the food product could be considered adulterated if the activated carbon were permitted 
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to  r ema in  in  th e  fo o d . T h e  func tio n  ,o f,p rocess ing  a ids  such  as  ac t ivated ca rbon  is very  
di f ferent from ., th a t o f ca rbona tio n , gases , emuls i fe rs  o r  d e fo a m e r s , wh ich  b e & m e  pa r t o f 
th e  fo o d  p roduc t, a re  in tended to  r ema in  in  th e  fo o d ; a n d  exer t a  con tinu ing  ‘techn ica l  
e ffec t in  th e  fo o d  p roduc t. A ct ivated ca rbon , by  con trast, is m o r e  ak in  to  i on -exchange  
m a terials,  wh ich  a re  used  to  ex tract o r  r e m o v e  impur i ties  du r ing  m a n u fac tu r ing  b u t d o  
n o t r ema in  in  fo o d  a n d  pe r fo r m  n o  con tinu ing  func tio n  in’fo o d  fo r  c o n s u m p tio n  ’ 

/ ~  ‘i : $ ,,’ (  I -/ :-. 
W e  be l ieve  th e  posi t ion th a t ac t ivated carbon is  a  food -c&ac t, subs tance  is,~ & $ s te n t / 
wi th pr ior  F D A - C F S A N  c o m m u n i c ,a tions  ,with, industryi inc lud ing  th e  t rainm g  semina r  
g iven  by  Dr . A n n a  P . Shank l i n  (“F D A ’s F o o d  C o n tac t N o tif ications P r o g r a m , ” “’ ’ ’ ” 
A d m inistrat ive G u idance  a n d  Regu la tions”, d a te d . G ctober  1 5 ,2 d 0 2  (S l ide  9 ) : ’ 
h ttp ://w w w .cfsan;fda.gov/-dms/fcnwshan.html.)  ’ _  I 3  

IA C M A  is reques tin g  F D A  concur rence  th a t ac t ivated ca rbon  is a  fo o d ~ c o & t subs tance  a ,, ..I... xl,~ “,, _ ~  ,>  / .,,~ _ , ” . ,_ - , 1  $  
wi th in th e  m e a n i n g  o f sect ion 409(h ) (6 ) , a n d  consequen tly th a t faci l i t ies m a n u fac tu r ing , 
p rocess ing  o r  ho ld ing  th is  m a ter ia l  tie  n o t‘the reby  m a d e  subject  to  th e  B ioterror ism  A ct 
facil i ty regist rat ion requ i remen ts. $ ” ‘_  _  $ . : , 

.i 
In  th e  even t th a t F D A  does  n o t ag ree’th a t’ac t ivated c ~ b o n ’fal ls-u; i thin.thel d e fin i t ion o f 
.“fo o d  con tac t subs tance” unde r  sect ion 409(h ) (6 ) , IA C M A  reques ts th a t th e n  In te r im  F ina l  
Ru le  b e  m o d i fie d  to  e x e m p t ac t ivated ca rbon  from  th e  d e fin i t ion o f ‘“fo o d ”. ~ o ~ p u r p o s e s  ’ 
o f th e ’regist rat ion regu la tions . T h e  ra tiona le  fo r  exc lud ing  o the r  fo o d  con tac t:subs tances  
app l ies  with equa l  fo rce  to  ac t ivated ca rbon  even  if it cou ld  b e  th o u g h t o f as  hav ing  a  
techn ica l  e ffec t in  fo o d . A s exp la ined  in  th e  p r e a m b l e , by  us ing  th e  statutory’ph rase  
“fo o d  fo r  c o n s u m p tio n ,” Congress  a p p a r e n tly in tended to  lim it th e  reach  o f’th e  .: ” 
B ioterror ism  A ct a n d  to  focus  regu la tory  a tte n tio n  o n  fo o d  in  the jmo re  c o n & n tiona l  
sense  o f th e  wo rd . S e e  6 8  F e d .. R e g . a t 5 8 9 0 & 0 9 . E xc lud ing ac t ivated ca rbon , G ke‘o the r  
fo o d  con tac t subs tances , is e n tirely consistent  wi th th is  unde rs tand ing . W e th g e fo re , u rge  
F D A  to  e x e m p t ac t ivated ca rbon  from . th e  d e fini t ion, o f “fo o d ” unde r  th e  fin~a l i  ru les  if th e  
agency  conc ludes  it has  n o t. a l ready  d o n e  so . i _ j l  e  

, 
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IA C M A  is a n  in ternat ional  o rgan iza tio n  o f th e  lead ing  m a n u fac turers,  r egene ra tors, 
reac tivators, o r  i m p r e g n a tors  o f ac t ivated ca rbon  wor ldw ide :” &?n iss io i?  is ~ o ’p r o m o te  
th e  sa fe  a n d  env i r onmen tal ly s o u n d  m a n u fac tu re , t ransportat ion;‘use ,-an‘d  d isposa l  o f 
ac t ivated ca rbon  in  al i  i ndus tries, inc lud ing  those  a ffec te d  by  th is  regu la tio n . ‘T h e  ’ 
m e m b e r  compan ies  o f IA C M A  a re  A to fin a  Chemic ,al,s, Inc . Ca lgon  Ca rbonCorpo ra tio n , 
C e n tury  Chemica l  Works , D & a u  C a r b o n , Env i ro trol, I& ‘:; ‘I% y c ~ ~ b - L td ;Iacob i  Ca rbons , i,& i*,.*,~ ,** ._ :<  “/ ” 
M e a d W e s tvaco, N O R IT Amer i cas  Inc ., P ICA, U S  plter, W e s ta tes  C a r b o n ,’ a n d ’ W a ter l ink B a r e n b e y  S u tclif~ ~ . ’ ’ ’ ’ ‘: ~  *. I )’ ‘~ - /’ i’ k,-i- :‘i* ,( 
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i . --” .I .,: 
IACMA is firm ly committed to product stew&dsh$, &a is c&&i& &  ‘&e’ $btiks~ of ’ ’ -. 
developing security guidelines for its members, indibendent of’t’&ulatory &&i~etients. For futiher information, pleaie contact thebGndersigKgd if 2ofiiT iLx&j $“~~*;&~;~ &  aI - ‘1 I _ 

. ^  i,. “ j.z$‘,-, ~“j;,*,.: _, ) -_ 
helmest@iac,nia.org. - 

/,~. ,. , 

Sincerely, 

C. Tucker Helmes, Ph.D. 
_ 

Executive Director i ,_ _ ...‘) 1 1 _. ‘ ,.i ., I. . ~ .;. _ _I 

3,. ,* cc: 1 
Ms. I-eslye M . Fraser, :< L_ ~ 

Center for Food S,af&y -and Applied Nu”“ioq (Hi%‘-4) _ ’ 
Food and Drug Administration ’ -’ 
5 100 Paint B ranch Pkwy 
College Park, M D  20740” 
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