
ATTACHMENT 1 

BIOMEDICAL AND ENVIRONMENTAL SPECIAL PROGRAMS 

AN OVERVIEW 

1.0 MISSION 

The mis s ion  of t h e  CMA Biomedical  and Envi ronmenta l  S p e c i a l  P rograms  
Divis ion  ( S p e c i a l  Programs) i s  t o  provide  m a n u f a c t u r e r s ,  p r o c e s s o r s  , a n d /  
o r  u s e r s  of a chemica l  o r  chemica ls  w i t h  t h e  o p p o r t u n i t y  t o  suppor t  c o l l e c -  
t i v e l y  r e s e a r c h  a n d / o r  advocacy on s p e c i f i c  chemica ls .  When r e f e r r i n g  t o  
S p e c i a l  Programs, advocacy i n v o l v e s  e x t e r n a l  c o m m u n i c a t i o n ,  n o t  d e s i g n e d  
s o l e l y  f o r  i n fo rma t ion  exchange,  t h a t  r e l a t e s  t o  e x i s t i n g  o r  d e v e l o p i n g  
r e g u l a t i o n s ,  l e g i s l a t i o n  o r  l i t i g a t i o n .  CMA serves p a r t i c i p a t i n g  companies 
by p rov id ing  p rope r  and e f f e c t i v e  a d m i n i s t r a t i o n  of programs. 

S c i e n t i f i c  i n f o r m a t i o n  developed through r e s e a r c h  programs shou ld  pro-  
mote t h e  h e a l t h  and s a f e t y  of  t h e  g e n e r a l  p u b l i c  and of workers  i nvo lved  i n  
manufac tur ing ,  p r o c e s s i n g ,  a n d  u s i n g  t h e s e  c h e m i c a l s .  A l l  s i g n i f i c a n t  
f i n d i n g s  and r e p o r t s  of CMA-administered r e s e a r c h  programs are a v a i l a b l e  t o  
t h e  p u b l i c  i n  a t ime ly  manner. 

2.0 D I V I S I O N  SUMMARY 

CMA approved t h e  f i r s t  " s p e c i a l  p r o j e c t "  i n  1972. The i n i t i a l  spec ia l  
p r o j e c t s  were e x c l u s i v e l y  r e s e a r c h  o r i e n t e d .  The i n t e n t  a t  t h a t  t i m e  w a s  
f o r  CMAto c o l l e c t  a n d  d i s b u r s e  t h e  n e c e s s a r y  f u n d s ,  c o n t r a c t  f o r  t h e  
r e s e a r c h  t o  be done, and p rov ide  meet ing  f a c i l i t i e s  and  s u r v e i l l a n c e  o v e r  
t h e  conduc t  o f  t h e  m e e t i n g s .  The t i m e  r e q u i r e m e n t s  on  CMA s t a f f  were 
expected t o  be minimal s i n c e  t h e  p a r t i c i p a t i n g  companies would p r o v i d e  a l l  
t e c h n i c a l  e x p e r t i s e  and management s k i l l s  n e c e s s a r y  t o  c o n d u c t  t h e  p r o -  
grams. The a d m i n i s t r a t i o n  of t h e s e  programs w a s  a s s igned  t o  CMA s ec re t a r -  
ies of s e v e r a l  s t a n d i n g  committees. 

The number of s p e c i a l  programs admin i s t e red  by CMAincreased a t  a mod- 
erate ra te  from 1972 t o  1979. By t h e  end of  1979, CMA was a d m i n i s t e r i n g  t o  
s even teen  s p e c i a l  programs. S i n c e  1980,  r e q u e s t s  f o r  CMA t o  u n d e r t a k e  new 
s p e c i a l  programs have i n c r e a s e d  c o n s i d e r a b l y .  This i n c r e a s e  i s  d u e  m a i n l y  
t o  i n c r e a s e d  a c t i v i t i e s  r e l a t e d  t o  t h e  Toxic  Subs tances  C o n t r o l  Act, C l e a n  
Air A c t  and  C l e a n  Water A c t .  The S p e c i a l  Programs D i v i s i o n  p r e s e n t l y  
c o o r d i n a t e s  r e s e a r c h  a n d / o r  advocacy f o r  twenty- three  s p e c i a l  programs. 

CXA took  i t s  f i r s t  s t e p s  toward advocacy i n  1977 when t h e  Benzene Pro- 
gram Pane l  w a s  formed i n  r e sponse  t o  a worker-exposure s t a n d a r d  proposed by 
OSHA. I n d u s t r y  b e l i e v e d  t h a t  t h e  s c i e n t i f i c  s t u d i e s  on which t h i s  s t a n d a r d  
was based were f lawed.  The Benzene P a n e l ' s  Cha r t e r  was t o  develop a sound 
t e c h n i c a l  base  t h a t  cou ld  be u s e d  by i n d u s t r y  t o  c h a l l e n g e  t h e  p r o p o s e d  
r e g u l a t i o n s .  The Benzene P a n e l ' s  C h a r t e r  was expanded i n  November 1 9 7 8  t o  
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a l l o w  t h e  Pane l  t o  r e p r e s e n t  t h e  i n t e r e s t s  o f  t h e  members of CMA b.efore 
f e d e r a l  and s t a t e  a g e n c i e s  i n  all matters r e l a t i n g  t o  s a f e t y  and h e a l t h  is- 
sues a r i s i n g  o u t  of t h e  p roduc t ion ,  r e a c t i o n ,  release, p a c k a g i n g ,  r epack ,  
i n g ,  s t o r a g e ,  t r a n s p o r t a t i o n ,  hand l ing  o r  u se  of benzene. S ince  1980, fif- 
t e e n  program pane l s  have broadened t h e i r  c h a r t e r s  t o  i n c l u d e  advocacy  o r  
begun programs which i n c l u d e d  advocacy. 

September 1979,  t h e  CMA Execut ive  Committee a u t h o r i z e d  t h e  forma- 
t i o n  of a S p e c i a l  Programs Advisory Group (SPAG). SPAG w a s  s u b s e q u e n t l y  
g iven  t h e  s t a t u s  of  S p e c i a l  Commit tee  wh ich  i s  now known a s  t h e  S p e c i a l  
Programs Advisory Committee (SPAC). T'nree major  r e s p o n s i b i l i t i e s  o f  SPAC 
are: ( 1 )  t o  review r e q u e s t s  f o r  i n d i v i d u a l  product  advocacy by special  pro- 
gram pane l s  and de termine  t h a t  a p p r o p r i a t e  c o n d i t i o n s  f o r  t h e s e  advocacy  
p o s i t i o n s  are m e t ;  ( 2 )  t o  review each  ongoing s p e c i a l  program a t  least  once 
a yea r  t o  p rov ide  guidance  based on SPAC members '  e x p e r t i s e ;  a n d ,  ( 3 )  t o  
make c e r t a i n  t h a t  advocacy a c t i o n s  of each  Special  Program a r e  i n  harmony 
wi th  CMA Standing  Committee p o s i t i o n s .  Appendix A l i s t s  c u r r e n t  members 
o f  SpAC. D u r i n g  1 9 8 1 ,  SPAC c o m p l e t e d  r e v i e w  o f  a l l  o n g o i n g  s p e c i a l  
programs. 

In a d d i t i o n ,  in 1980  a n d  1 9 8 1 ,  SPAC a p p r o v e d  CMA u n d e r t a k i n g  new 
s p e c i a l  programs on a r s e n i c ,  e t h y l e n e  o x i d e ,  g l y c o l  e t h e r s ,  k e t o n e s ,  po ly -  
c h l o r i n a t e d  b i p h e n y l s ,  and z i n c  d i a l k y l  d i t h i o p h o s p h a t e s .  

Appendix B l i s t s  a l l  s p e c i a l  p rograms  u n d e r t a k e n  by CMA t o  d a t e .  
Appendix C l i s t s  compan ies  t h a t  a r e  c u r r e n t l y  p a r t i c i p a t i n g  i n  s p e c i a l  
programs. 

3.0 STAFF ORGANIZATION AND RESPONSIBILITIES 

The S p e c i a l  Programs D i v i s i o n  h a s  a s t a f f  o f  t h i r t e e n ,  i n c l u d i n g  a 
D i r e c t o r ,  f i v e  p rogram a d m i n i s t r a t o r s ,  a p r o g r a m  c o o r d i n a t o r ,  f i v e  
secretaries, and one  word p r o c e s s o r .  One p rogram a d m i n i s t r a t o r  and  one 
s e c r e t a r y  d e v o t e  t h e i r  t i m e  e x c l u s i v e l y  t o  t h e  F l u o r o c a r b o n  Program.  The 
o t h e r  f o u r  program a d m i n i s t r a t o r s  and f o u r  s e c r e t a r i e s  are r e s p o n s i b l e  f o r  
t h e  remaining twenty-two programs. F igu re  1 o u t l i n e s  t h e  o r g a n i z a t i o n  o f  
S p e c i a l  Programs d t h  r e s p e c t  t o  b o t h  t h e  s t a f f  and t h e  s p e c i f i c  programs.  

Program a d m i n i s t r a t o r s  p r e p a r e  f o r  a n d  a t t e n d  p a n e l  and t a s k  g r o u p  
meet ings,  p r e p a r e  r eco rds  of  mee t ings ,  and w r i t e  and  a d m i n i s t e r  a l l  con- 
tracts i n  t h e i r  r e s p e c t i v e  areas. In  a d d i t i o n ,  program a d m i n i s t r a t o r s :  

o main ta in  awareness  of p e r t i n e n t  r e g u l a t i o n s  r e l a t i n g  t o  p a n e l ' s  
ac t iv i t ies  ; 

o communicate w i t h  government a g e n c i e s  on s c i e n t i f i c  and r egu la to ry  
matt e r s ; 

o c o o r d i n a t e  in fo rma t ion  flow t o  and  from t h e  agenc ie s ,  t h e  Corn- 
p a n i e s ,  o t h e r  t r a d e  a s s o c i a t i o n s  and academic communities; 

0 c o o r d i n a t e  t h e  development of a d v o c a c y  a n d  r e g u l a t o r y  p o s i t i o n  
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p a p e r s  w i t h  a p p r o p r i a t e  CMA s t a f f  , s t a n d i n g  cornmi t t e e s ,  a n d  
o u t s i d e  c o n s u l t a n t s ;  and ,  

o provide  mon i to r ing  and a u d i t i n g  s e r v i c e s  € o r  o n g o i n g  r e s e a r c h  
p r o j e c t s  . 

The S p e c i a l  Programs D i v i s i o n  k e e p s  t h e  o f f i c e  o f  G e n e r a l  C o u n s e l  
informed of t h e  s t a t u s  of ongoing pane l  a c t i v i t i e s .  

4.0 BUDGET 

To d a t e  CMA program p a n e l s  h a v e  s p e n t  $ 2 0 , 4 3 0 , 2 8 7  i n  r e s e a r c h  and  
advocacy programs on 24 f a m i l i e s  of chemicals  ( s e e  Table  1). 

4.1 Overhead Reimbursement Budget 

CMA cha rges  p a r t i c i p a t i n g  compan ies  t h e  f u l l  c o s t s ,  i n c l u d i n g  
overhead,  f o r  a d m i n i s t r a t i o n  of s p e c i a l  programs. The program account  
i s  charged  $500 p e r  day f o r  p r o f e s s i o n a l  s t a f f .  This  cha rge  i n c l u d e s  
both  t h e  d i r e c t  a n d  a l l o c a t e d  c o s t s  o f  f u l l  t ime p r o f e s s i o n a l  a n d  
clerical  S p e c i a l  Programs s t a f f  and r o u t i n e  p r o f e s s i o n a l  o r  s u p p o r t  
a s s i s t a n c e  from t h e  Techn ica l ,  Lega l ,  Government R e l a t i o n s ,  Communica- 
t i o n s ,  and A d m i n i s t r a t i v e  S e r v i c e s  Departments. 

Other  d i r e c t  c o s t s ,  such  as out-of-town t r a v e l ,  meet ing  room a n d  
program equipment r e n t a l s  when meeting o u t s i d e  CMA, c o n f e r e n c e  c a l l s ,  
t e l e x ,  u n u s u a l l y  l a r g e  p r i n t i n g  a n d  m a i l i n g s ,  e t c . ,  a r e  c h a r g e d  as 
m i s c e l l a n e o u s  a d m i n i s t r a t i v e  e x p e n s e s  t o  t h e  p rogram.  O t h e r  CMA 
p r o f e s s i o n a l  s t a f f  t i m e ,  i f  r e q u i r e d  t o  work on s p e c i f i c  o r  non-rou-  
t i n e  a s p e c t s  of t h e  program, i s  charged a t  t h e  same r a t e  a s  t h e  p r o -  
gram a d m i n i s t r a t o r .  I n  a d d i t i o n  t o  an  overhead reimbursement of  $500  
p e r  day ,  t h e  CMA S p e c i a l  Programs D i v i s i o n  i s  c r e d i t e d  m o n t h l y  w i t h  
0.75% of  r e c e i v e d  bu t  n o t  expended special program funds  as i n t e r e s t .  
Interest r ece ived  on non-disbursed S p e c i a l  Program f u n d s  i s  u s e d  t o  
de f ray  a d m i n i s t r a t i v e  c o s t s  n o t  recovered  by t h e  d a i l y  r a t e .  I n  t h e  
case of t h e  f l u o r o c a r b o n  p rogram,  t h e  unexpended f u n d s  b a l a n c e  i s  
approximate ly  $2  m i l l i o n .  Th i s  has  r e s u l t e d  i n  a s p e c i a l  a g r e e m e n t  
wi th  t h e  Program Pane l  t o  c r e d i t  i t s  f u n d s  w i t h  i n t e r e s t  a t  9 %  a n d  
charge a f i x e d  f e e  of $16,500 p e r  month f r o m  J u n e  1 9 8 1  t o  May 1982.  
This arrangement  produces an  e f f e c t i v e  b i l l i n g  r a t e  o f  $ 8 2 5  p e r  d a y  
i n s t e a d  of t he  n o m 1  $500 p e r  day. The f i x e d  f e e  of $16,500 w i l l  be 
reviewed i n  March 1982 f o r  f i s c a l  year 1982-1983. 

4.2 Panel  Research/Advocacv Budget 

CMA r e q u i r e s  w r i t t e n  commitment f o r  t h e  f u l l  amount  o f  a 
s tudy  budget  f rom a l l  p a r t i c i p a t i n g  compan ies  b e f o r e  e x e c u t i n g  
s tudy  c o n t r a c t ( s ) .  A separate account is e s t a b l i s h e d  t o  rece ive  
and d i s b u r s e  funds f o r  each  program. 
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AS a matter of  C M  f i s c a l  p o l i c y ,  p a r t i c i p a t i n g  companies  
are i n v o i c e d  f o r  a minimum of 50% of  t h e  p r o j e c t e d  f i s c a l  Year 
commitments. I n i t i a l  i n v o i c i n g  o c c u r s  immedia te ly  a f t e r  partici- 
p a t i n g  company management a p p r o v a l  o f  t h e  p r o g r a m  a c t i v i t i e s ,  
During t h e  c o u r s e  o f  t h e  program, a d d i t i o n a l  c o l l e c t i o n s  are made 
as n e c e s s a r y  t o  m a i n t a i n  a r e s e r v e  from which  d i s b u r s e m e n t s  are 
made. Reserves are m a i n t a i n e d  as  l o w  as p o s s i b l e  u n d e r  Sound 
f i n a n c i a l  management. 

Anew phase o f  a program beg ins  whenever t h e r e  i s  a change  
i n  composi t ion  of  sponsor ing  companies. A t  t h e  comple t ion  of any  
phase  of a program, uncommitted funds  are c a r r i e d  ove r  t o  a sub- 
sequent  phase.  If a company v o l u n t a r i l y  d r o p s  o u t  o f  a program 
a t  t h e  comple t ion  of a l l  c o n t r a c t e d  work, a r e fund  i s  made i f  t he  
pro-rated ba lance  of  uncommitted f u n d s  exceeds $ 2 , 5 0 0  f o r  t h a t  
company. A company w h i c h  v o l u n t a r i l y  d r o p s  o u t  of  a program 
dur ing  a n  ongoing s t u d y  i s  expec ted  t o  p r o v i d e  i t s  f u l l  f i n a n c i a l  
commitment t o  t h e  c u r r e n t  s t u d y  phase  i n c l u d i n g  any a d d i t i o n s  o r  
e x t e n s i o n s  which were approved d u r i n g  t h e  term of i t s  p a r t i c i p a -  
t ion .  

A f i n a n c i a l  s t a t e m e n t  d e t a i l i n g  a l l  expenses  and commitments 
is prepa red  monthly f o r  e a c h  program. A copy of t h e  s t a t emen t  i s  
provided t o  pane l  members a t  t h e i r  meet ings  t o  keep them informed 
of t he  f i n a n c i a l  s t a t u s  of t h e  pane l .  

5.0 GOALS FOR 1981 - 1982 

o t o  c o n t i n u e  w o r k i n g  on  e s t a b l i s h i n g  new c o n t a c t s  w i t h i n  
r e g u l a t o r y  a g e n c i e s  ; 

o t o  e s t a b l i s h  b e t t e r  communication w i t h  b o t h  U.S. a n d  non-U.S. 
t r a d e  a s s o c i a t i o n s  invo lved  i n  a c t i v i t i e s  r e l a t e d  t o  S p e c i a l  
Programs ; 

o t o  enhance t h e  s c i e n t i f i c  c r e d i b i l i t y  of CMA by  p r o m o t i n g  t h e  
p u b l i c a t i o n  o f  CMA-adminis te red  r e s e a r c h  i n  p e e r  r e v i e w  
j o u r n a l s  ; 

o t o  ach ieve  b e t t e r  r e c o g n i t i o n  of  C M A s  c a p a b i l i t r e s  by i n i t i -  
a t i n g  t h e  S p e c i a l  P rograms  . N e w s  L e t t e r  s t a r t i n g  J a n u a r y  
1982;  and ,  

o t o  e s t a b l i s h  semi-annual meet ings  w i t h  r e p r e s e n t a t i v e s  of o t h e r  
t r a d e  a s s o c i a t i o n s  invo lved  i n  a d m i n i s t r a t i o n  o f  t o x i c o l o g i c  
and ep idemio log ic  r e s e a r c h .  
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6.0 LONG-RANGE PLAN 

Through much hard  work on t h e  par t  of  CMA s t a f f  a n d  p a n e l  members ,  
Ob%-administered r e s e a r c h  i s  deve lop ing  a r e p u t a t i o n  f o r  i t s  o b j e c t i v i t y  
and i n t e g r i t y .  However, t h e r e  i s  room f o r  improvement. Special  P rograms  
needs t o  i n c r e a s e  t h e  chemical  i n d u s t r y ' s  awareness  t h a t  S p e c i a l  P rograms  
has  t h e  e x p e r t i s e  t o :  

o a d m i n i s t e r  r e s e a r c h  and advocacy programs; and ,  

o provide  s c i e n t i f i c  services w h i c h ,  u n t i l  r e c e n t l y ,  h a v e  n o t  been  
a v a i l a b l e ,  expec ted ,  o r  r eques t ed .  

To accompl ish  t h i s ,  S p e c i a l  Programs has  i d e n t i f i e d  s t e p s  which should  
be t aken  o v e r  t h e  n e x t  few yea r s .  These inc lude :  

o reducing  t h e  work l o a d  p e r  program a d m i n i s t r a t o r  t o  e n a b l e  h i m / h e r  
t o  unde r t ake  t h e  c h a l l e n g e  of new t a sks lp rograms ;  

o encouraging  s ta f f ,  through e d u c a t i o n a l  b e n e f i t s ,  t o  expand e x i s t i n g  
and develop  new e x p e r t i s e  i n  s c i e n c e  and bus iness  management; 

o h i r i n g  new s t a f f  t o  complement  e x i s t i n g  s t a f f  i n  s c i e n t i f i c  
d i s c i p l i n e s  n o t  a l r e a d y  adequa te ly  covered;  

o h i r i n g  a d d i t i o n a l  s u p p o r t  s t a f f  capable of a s suming  a p o r t i o n  o f  a 
program a d m i n i s t r a t o r s  n o n - s c i e n t i f i c  a d m i n i s t r a t i v e  d u t i e s  i n  o r d e r  
t o  p e r m i t  t h e  p r o g r a m  a d m i n i s t r a t o r  t o  d e v o t e  m o r e  t i m e  t o  
s c i e n t i f i c  and l i a i s o n  f u n c t i o n s ;  

o p l a y i n g  a l a r g e r  r o l e  i n  p e n e t r a t i n g  t h e  Wash ing ton  s c e n e  a n d  
i n t e r a c t i n g  with r e g u l a t o r y  a g e n c i e s  and p r o f e s s i o n a l  s o c i e t i e s  by 
e s t a b l i s h i n g  good p r o f e s s i o n a l  r e l a t i o n s h i p s  w i t h  p e e r s  i n  t h e  
r e g u l a t o r y  a g e n c i e s ,  t h e  i n d u s t r y ,  and  gove rnmen t - funded  r e s e a r c h  
l a b o r a t o r i e s  ; 

o u t i l i z i n g  t h e  c o n t a c t s  a n d  e x p e r i e n c e  o f  i n d i v i d u a l  p r o g r a m  
a d m i n i s t r a t o r s  more e f f e c t i v e l y  w i t h i n  t h e  Special  Programs Div i s ion  
and o t h e r  Div i s ions  of  W; 

o comple te ly  r e e v a l u a t i n g  t h e  method of compensating CNA f o r  s e r v i c e s  
provided ; 

o developing  t h e  f l e x i b i l i t y  t o  provide  services pane l s  expec t  and f o r  
which t h e y  are w i l l i n g  t o  pay; and ,  

o p u b l i c i z i n g  S p e c i a l  Programs accomplishments and c a p a b i l i t i e s  i n :  

- CMA News - ChemEcology - The newly-proposed S p e c i a l  Programs Newsletter - Peer  rev iew j o u r n a l s  ( p u b l i c a t i o n  of r e s e a r c h  r e s u l t s )  - News releases on s i g n i f i c a n t  f i n d i n g s  
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7.0 M O R  ACCOMPLISHMENTS 

7.1 Chlorobenzenes 

Pane l  t o x i c o l o g i s t s  provided  t e c h n i c a l  i n p u t  t o  t h e  Chloro-  
benzenes producers  A s s o c i a t i o n  (CPA) f o r  t h e i r  submiss ion  t o  EPA 
i n  r e s p o n s e  t o  EPA's p r o p o s e d  TSCA S e c t i o n  4 ( a )  Test  R u l e  on 
Chlorobenzenes.. This group of  pane l  tOXiCOlOgiStS has  Con t inued  
t o  work c l o s e l y  w i t h  t h e  CPA i n  t h e  d e v e l o p m e n t  o f  a v o l u n t a r y  
i n d u s t r y  t e s t i n g  program t h a t  would be a c c e p t a b l e  by EPA i n  lieu 
of  fo rma l  t e s t  r u l e .  

7 . 2  

F o l l o w i n g  e a r l i e r  d i a l o g u e s  b e t w e e n  C?IA/CPA a n d  E P A  a 
"dec i s ion - t r ee"  approach  t o  t e s t i n g  of commercial c h l o r o b e n z e n e s  
was adopted .  The o u t l i n e  f o r  t h i s  p roposa l  Is now be ing  reviewed 
by EPA. The t e s t i n g  program as now env i s ioned  would be much more 
c o n s e r v a t i v e  i n  scope t h a n  t h a t  o r i g i n a l l y  o u t l i n e d  b y  EPA i n  
t h e i r  proposed Test Rule. 

E thylene  Oxide  

The EO c o u n c i l  i s  o rgan ized  i n  such  a way t h a t  i t  i s  a b l e  t o  
respond immediately t o  emergency s i t u a t i o n s .  A p e t i t i o n  t o  OSHA 
t o  i s s u e  an  emergency temporary s t a n d a r d  of 1 ppm w a s  s u b m i t t e d  
on August 13, 1981. W i t h i n  two weeks  t h e  C o u n c i l ,  work ing  on 
a d v i c e  from i t s  r e g u l a t o r y  and s c i e n t i f i c  commit tees  a n d  o u t s i d e  
counse l ,  p repa red  a precise ,  d e t a i l e d  r e s p o n s e  wh ich  t h e y  sub-  
m i t t e d  d u r i n g  a meet ing  w i t h  OSHA on September  2 .  T h i s  m e e t i n g  
w a s  a l s o  a t t e n d e d  by t h e  Ainerican H o s p i t a l  A s s o c i a t i o n  and  t h e  
Veterans Adminis t ra t ion--both of which were anx ious  t o  join w i t h  
t h e  Counci l  t o  p r e s e n t  a u n i t e d  i n d u s t r y  p o s i t i o n .  On S e p t e m b e r  
29 OSHA den ied  t h e  p e t i t i o n .  

7 . 3  Fluorocarbons  

o The Program h a s  made s u b s t a n t i a l  c o n t r i b u t i o n s  t o  t h e  s c i e n -  
t i f i c  unde r s t and ing  of  what i s  happening i n  t h e  s t r a t o s p h e r e .  
The c a l c u l a t e d  ozone d e p l e t i o n  a t  s t e a d y  s t a t e  (approximate ly  
100 y e a r s  from now) h a s  f l u c t u a t e d  be tween 5 %  a n d  more t h a n  
20%. Cur ren t  c a l c u l a t i o n s  i n d i c a t e  6 % .  

o The Program h a s  ach ieved  a r e p u t a t i o n  f o r  s c i e n t i f i c  objec-  
t i v i t y  and i n t e g r i t y  seldom a t t r i b u t e d  t o  i n d u s t r y - s p o n s o r e d  
e f f o r t  . 

o There h a s  been c o o p e r a t i o n  w i t h  government a g e n c i e s  t h r o u g h -  
o u t  t h e  world and w i t h  i n t e r n a t i o n a l  agenc ie s .  Research  con- 
duc ted  by government a g e n c i e s  h a s  b e e n  f u n d e d  o r  co- funded  
and r e s e a r c h  w i t h  u n i v e r s i t i e s  o r  p r i v a t e  l a b o r a t o r i e s  h a s  
been co-funded w i t h  gove rnsen t  suppor t .  

CMA i s  t h e  o n l y  member of t h e  C o o r d i n a t i n g  Commi t t ee  on t h e  
Ozone Layer  of t h e  U n i t e d  N a t i o n s  E n v i r o n m e n t  P rogram n o t  

o 
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7.4 

r e p r e s e n t i n g  a n a t i o n a l  gove rnmen t  o r  a n  . i n t e r n a t i o n a l  
agency . 

o Perhaps  t h e  g r e a t e s t  c o n t r i b u t i o n  h a s  been  t h e  i n f l u e n c e  o n  
t h e  government funded s t r a t o s p h e r i c  r e s e a r c h ,  p a r t i c u l a r l y  i n  
t h e  U.S. The p r o d u c t i v i t y  of government agency r e s e a r c h  h a s  
been improved s u b s t a n t i a l l y  o v e r  t h e  p a s t  f i v e  y e a r s .  A t  
least  i n  p a r t  t h i s  h a s  been due t o  t h e  m e t h o d o l o g y  f o l l o w e d  
and  a d v o c a t e d  by t h e  i n d u s t r y - s p o n s o r e d  p rogram a n d  t h e  
o v e r s i g h t  and r e v i e w  p r o v i d e d  by t h e  F l u o r o c a r b o n  P rogram 
Panel .  

P h t h a l a t e  Esters 

o The P h t h a l a t e  Esters Program Panel  has  developed a v o l u n t a r y  
test Program t o  a d d r e s s  p o t e n t i a l  h e a l t h  and  e n v i r o n m e n t a l  
e f f e c t s  o f  a class of compounds. 

o The 'pane l  has  worked w i t h  t h e  Test Rules Deve lopmen t  B r a n c h  
(TRDB) of t h e  Environmental  P r o t e c t i o n  Agency and has g a i n e d  
t h e i r  a c c e p t a n c e  o f  t h e  t e s t  program.  TRDB i s  c u r r e n t l y  
proceeding  w i t h  agency r ev iew o f  t h e  p rogram a n d  w e  e x p e c t  
o f f i c i a l  a c c e p t a n c e  by mid-November. 

o The Pane l  is o p t i m i s t i c  t h a t  EPA will d e c i d e  t h a t  t h e  d a t a  do 
n o t  w a r r a n t  a 4 ( f )  f i n d i n g  a t  t h i s  t i m e .  

o The FDA Task Group h a s  developed a vo lun ta ry  t e s t  program f o r  
DEHA which i s  aimed a t  de t e rmin ing  t h e  cause  of t h e  b i o a s s a y  
r e s u l t s .  Th i s  program will be p resen ted  t o  FDA w i t h  t h e  hope 
t h a t  t h e  FDA w i l l  a c c e p t  t h e  p rogram i n  l i e u  o f  a n  i n t e r i m  
r e g u l a t i o n  o r  ban on DEHA. 

o The FDA Task Group h a s  s u c c e s s f u l l y  a l t e r e d  t h e  t i m e  t a b l e  
w i t h i n  t h e  Bureau o f  Foods  f o r  r e g u l a t o r y  a c t i o n  on  DEHA. 
This  d e l a y  h a s  a l lowed FDA and CMA s c i e n t i s t s  t o  d i s c u s s  t h e  
s c i e n t i f i c  i s s u e s  t o  deve lop  mutua l ly  a c c e p t a b l e  r e g u l a t o r y  
a c t i o n s  t o  a s s u r e  p u b l i c  s a f e t y  and t h e  c o n t i n u e d  u s e  o f  a n  
u n r e p l a c e a b l e  s u b s t a n c e ,  D E W ,  i n  food c o n t a c t  a p p l i c a t i o n s .  

7.5 P o l y c h l o r i n a t e d  Biphenyls  

There h a s  been a s p i r i t  of m u t u a l  c o o p e r a t i o n  be tween  CMA 
and EPA s i n c e  t h e  beginning  of t h i s  program. EPA r e p r e s e n t a t i v e s  
worked w i t h  CHA i n  deve loping  ou r  surveys  and  p r e s e n t i n g  a s p -  
posium on t h e s e  su rveys  t o  i n d u s t r y  and o t h e r  t r a d e  a s s o c i a t i o n  
r e p r e s e n t a t i v e s .  

o CMA o b t a i n e d  t h e  c o o p e r a t i o n  of a lmost  50% of i t s  membersh ip  
i n  t h e  50 ppm i n c i d e n t a l  g e n e r a t i o n  survey .  
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f "  

0 CU h a s  con t inued  t o  m a i n t a i n  o n  o p e n  d i a l o g u e  w i t h  o t h e r  
t r a d e  a s s o c i a t i o n s  i n v o l v e d  i n  c o l l e c t i n g  d a t a  f o r  EPA-- 
e s p e c i a l l y  t h e  Na t iona l  Electrical  Manufac turers  A s s o c i a t i o n  
and t h e  Edison Elec t r ic  I n s t i t u t e .  

o CMA submi t t ed  t o  EPA a n a r r a t i v e  d i s s e r t a t i o n  on t h e  p r o b l e m  
and  c o s t s  a s s o c i a t e d  w i t h  low l e v e l  PCB a n a l y s i s .  T h i s  
r e p o r t  w a s  w e l l  a c c e p t e d  by t h e  Agency a n d  r e c e i v e d  good 
coverage i n  s e v e r a l  t r a d e  p u b l i c a t i o n s .  

o In o r d e r  t o  i n s u r e  t h e  o b j e c t i v i t y  of t h e  d a t a  g e n e r a t e d  by 
i t s  c u r r e n t  round r o b i n ,  CMA s e c u r e d  t h e  p a r t i c i p a t i o n  of 
several EPA l a b o r a t o r i e s  i n  a d d i t i o n  t o  member company l a b s .  
It i s  hoped t h a t  t h e  d a t a  g e n e r a t e d  f r o m  t h i s  c o o p e r a t i v e  
e f f o r t  will demons t r a t e  t o  EPA t h e  v a r i a b i l i t y  of a n a l y t i c a l  
r e s u l t s  which must be cons ide red  i n  w r i t i n g  a n d  e n f o r c i n g  a 
r e g u l a t o r y  c u t  o f f  l e v e l  f o r  P C B s .  

8.0 SUMMARIES 

8.1 S p e c i a l  Program Advisory Committee 

The S p e c i a l  Program Advisory Committee (SPAC) was formed t o  
provide  t h e  Program Panels  w i t h  m u l t i - d i s c i p l i n a r y  e x p e r t i s e  i n  
areas of  s c i e n t i f i c  r e s e a r c h  a n d  g o v e r n m e n t a l  a d v o c a c y .  SPAC 
rwiews each  s p e c i a l  program on an annual  b a s i s  a n d  o n c e  a y e a r  
r e p o r t s  t o  t h e  CMA Execut ive  Commit tee  on  t h e  p r o g r e s s  o f  e a c h  
program. 

Con t rove r s i e s  which e x i s t  e i t h e r  w i t h i n  a p a n e l  o r  between 
s t a f f  and pane l s  which c a n n o t  b e  r e s o l v e d  a t  s t a f f  l e v e l ,  a r e  
brought  t o  SPAC f o r  review and recommendation. SPAC r e v i e w s  a l l  
new a n d  r e v i s e d  p rograms  f o r  c o n s i s t e n c y  w i t h  A s s o c i a t i o n  
po l i cy .  

8.2 A c r y l o n i t r i l e  ( A N )  

The  A r c r y l o n i t r i l e  P r o g r a m  i s  c o n c e r n e d  w i t h  t h e  
epidemiology,  t o x i c o l o g y ,  and envi ronmenta l  aspects of p r o c e s s e s  
invo lv ing  a c r y l o n i t r i l e ,  i t s  c o p o l y m e r s  a n d  i t s  end  p r o d u c t s .  
The program was begun i n  1 9 7 4  t o  deve lop  a d d i t i o n a l  d a t a  on t h e  
tox ico logy  of AN. This  w a s  accomplished through an ima l  e x p o s u r e  
studies by i n h a l a t i o n  and i n g e s t i o n .  

An epidemiology s t u d y  w a s  n o t  conducted b e c a u s e  o f  l a c k  o f  
s p e c i f i c  exposure  d a t a  for most o f  t h e  p e r i o d  t o  b e  s t u d i e d  as 
w e l l  a s  d i f f i c u l t i e s  a s s o c i a t e d  w i t h  d e s i g n a t i n g  a s u i t a b l e  
cont ro l  group. S e v e r a l  p a r t i c i p a t i n g  companies  c o n d u c t e d  t h e i r  
own i n t e r n a l  e p i d e m i o l o g y  s t u d i e s ,  t h r e e  o f  w h i c h  h a v e  b e e n  
publ i shed  i n  d e t a i l .  

8 



8.3 

FDA h a s  been i n t e r e s t e d  i n  food-contact  a p p l i c a t i o n s  o f  AN 
polymers, e s p e c i a l l y  beverage  b o t t l e s .  Ifowever, t h e  P a n e l  d i d  
no t  assume a n  advocacy p o s i t i o n  on t h i s  i s s u e .  The S o c i e t y  of  
P l a s t i c s  I n d u s t r y  conducted advocacy r e l a t e d  t o  OSHA r e g u l a t i o n s  
on AN, b u t  CMA was n o t  involved .  

As a r e s u l t  o f  p r o p o s e d  r e g u l a t i o n s  b y  EPA i n  1 9 8 0 ,  t h e  
monomer  a n d  p o l y m e r  p r o d u c e r s  d e c i d e d  t o  c h a r t e r  a n e w  
o r g a n i z a t i o n  under  SOCMA t o  f u l f i l l  t h e  necessa ry  advocacy  r o l e .  
T h i s  new g r o u p  w i l l  a l s o  p e r f o r m  a n y  f u t u r e  r e s e a r c h  o n  
A c r y l o n i t r i l e .  The CMA p a n e l  vo ted  t o  disband upon complet ion of 
i t s  c u r r e n t  r e s e a r c h .  

A l l y l  Ch lo r ide  

Concern ove r  t h e  c a r c i n o g e n i c  h a z a r d  a t t r i b u t e d  t o  v i n y l  
c h l o r i d e  prompted t h e  fo rma t ion  of t h e  AC Program P a n e l  i n  J a n -  
u a r y ,  1976. The p a n e l  has  so f a r  undertaken t h r e e  r e s e a r c h  p ro -  
j ec t s :  a t e r a t o l o g y  s t u d y ,  a pharmacokinet ic  and me tabo l i c  s tudy  
and a 90-day i n h a l a t i o n  p r o b e  s t u d y .  The n e e d  f o r  a d d i t i o n a l  
r e s e a r c h  w i l l  be de te rmined  a f t e r  t h e  r e s u l t s  o f  t h e s e  s t u d i e s  
are eva lua ted .  

8.4 Arsen ic  (AS)  

An A r s e n i c  Program Panel  was e s t a b l i s h e d  i n  t h e  f i r s t  q u a r -  
ter of 198l-. The p a n e l ' s  o b j e c t i v e s  are t o :  1 )  g a t h e r  i n f o r m a -  
t i o n ;  2 )  conduct  n e c e s s a r y  r e s e a r c h  t o  compliment e x i s t i n g  i n f o r -  
mat ion;  3 )  e d u c a t e  r e g u l a t o r s ;  and 4 )  under take  r e g u l a t o r y  advo-  
cacy. 

The p a n e l ' s  f i r s t  p r i o r i t y  was. t o  s p o n s o r  a n  a r s e n i c  sym- 
posilnn and an  in-depth c r i t i c a l  l i t e r a t u r e  r e v i e w  on t h e  h e a l t h  
e f f e c t s  a s s o c i a t e d  w i t h  a r s e n i c .  The symposium, s c h e d u l e d  f o r  
November 4-6  i n  G a i t h e r s b u r g ,  Md. i s  be ing  c o s p o n s o r e d  w i t h  t h e  
Na t iona l  Bureau of  S tandards .  Sess ion  t o p i c s  i n c l u d e  i n d u s t r i a l  
sou rces  and uses  of  a r s e n i c ,  b iomed ' ica l  and e n v i r o n m e n t a l  p e r -  
s p e c t i v e s ,  and epidemiology.  

The l i t e r a t u r e  rev iew i s  underway and should  be completed i n  
November 1981. The pane l  may i n i t i a t e  research s t u d i e s  b a s e d  on  
n e e d s  i d e n t i f i e d  i n  t h i s  r e v i e w  and  may u n d e r t a k e  a d v o c a c y  
r ega rd ing  p r e s e n r  and proposed a r s e n i c  s t anda rds .  

8.5 Benzene (B) 

The Benzene Program Panel  w a s  formed i n  November 1976.  The 
Panel  a s s e s s e d  t h e  d a t a  used by N I O S H  and OSHA i n  proposing work- 
p l a c e  s t a n d a r d s  f o r  benzene,  developed i t s  own r e c o m m e n d a t i o n s ,  
and g a t h e r e d  a d d i t i o n a l  d a t a  t o  s u b s t a n t i a t e  e s t a b l i s h m e n t  of a 
s t anda rd .  
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The p a n e l  c o n t i n u e s  t o  be c o n c e r n e d  w i t h  e x p a n s i o n  of t h e  
t o x i c o l o g i c a l  a n d  e p i d e m i o l o g i c a l  d a t a  b a s e ,  d e v e l o p m e n t  o f  
i n d u s t r y  g u i d e l i n e s  for w o r k p l a c e  s t a n d a r d s ,  a n d  h e a l t h  a n d  
s a f e t y  a s p e c t s  of EPA’s proposed Na t iona l  Emission S t a n d a r d s  f o r  
Hazardous A i r  P o l l u t a n t s  (NESHAF’) 

The p a n e l  c o m p l e t e d  a b e n z e n e  r e p r o d u c t i o n  s t u d y  w h i c h  
showed no compound-related a d v e r s e  e f f e c t s  i n  male a n d  f e m a l e  
rats exposed t o  l e v e l s  up t o  30x t h e  p r e s e n t  workplace s t a n d a r d .  
CMA a n d  t h e  Amer ican  P e t r o l e u m  I n s t i t u t e  h a v e  i n i t i a t e d  a n  
e x t e n s i v e  90-day i n h a l a t i o n  s t u d y  of benzene t o x i c i t y  i n  rats and 
mice w h i c h  w i l l  b e  u s e d  t o  s e t  d o s e  l e v e l s  f o r  a s u b s e q u e n t  
two-yea r  c h r o n i c  b e n z e n e  s t u d y .  An e p i d e m i o l o g y  s t u d y  o f  
approximate ly  14,000 workers  i n  n i n e  p l a n t s  s h o u l d  b e  c o m p l e t e d  
i n  1982. 

8.6 Bu ty la t ed  Hydroxytoluene (BET) 

The BHT Panel  was formed i n  r e sponse  t o  a p r o p o s e d  i n t e r i m  
r e g u l a t i o n  i s s u e d  by t h e  FDA i n  May, 1977. The p a n e l ’ s  g o a l  i s  
t o  c o l l e c t  t o x i c o l o g i c a l  i n f o r m a t i o n  on  BHT a n d  t o  recommend 
r e s e a r c h  t o  f i l l  any d a t a  gaps  which might  exist. 

An Agency P r o p o s a l  P e n d i n g  w a s  p u b l i s h e d  on December 31 ,  
1979, b u t  t h e  f i n a l  rule is s t i l l  n o t  o u t .  The pane l  expec t s  FDA 
t o  recommend t h a t  o n l y  a 90-day subchron ic  s t u d y  b e  u n d e r t a k e n .  
The pane l  i s  w a i t i n g  f o r  U . S .  g o v e r n m e n t  a c t i o n  b e f o r e  t a k i n g  
f u r t h e r  a c t i o n  on BHT. 

The French government r e c e n t l y  b e g a n  p h a s i n g  o u t  BHT as  a 
d i r e c t  food  a d d i t i v e  and i s  a t  p r e s e n t  r e v i e w i n g  t h e  u s e  o f  BHT 
as an i n d i r e c t  a d d i t i v e .  The j o i n t  FAO/WHO E x p e r t  Commit tee  on 
Food A d d i t i v e s  r e c e n t l y  e x t e n d e d  t h e  t e m p o r a r y  Average  D a i l y  
I n t a k e  (ADI) f o r  BHT, p e n d i n g  r e c e i p t  o f  a d d i t i o n a l  t e s t i n g  
da ta .  

8.7 Chlorobenzenes (CB) 

The Chlorobenzenes Program Pane l  began i t s  p r o g r a m  i n  1 9 7 4  
w i t h  t h e  conduct  of  a worldwide l i t e r a t u r e  s e a r c h  on  a v a i l a b l e  
h e a l t h  d a t a  r e g a r d i n g  monochlorobenzene (HCB) , o r t h o - d i c h l o r o -  
benzene (ODCB) a n d  p a r a - d i c h l o r o  b e n z e n e  (PDCB). S i n c e  t h a t  
t ime,  t h e  p a n e l  h a s  b e e n  c o n c e r n e d  w i t h  e x p a n d i n g  t h e  t o x i c o -  
l o g i c a l  d a t a  base  on t h e s e  t h r e e  compounds and has  recent ly  added 
a f o u r t h  (1,2,4-trichlorobenzene) t o  a proposed tes t  program. 

In October  1980, t h e  p a n e l  i n i t i a t e d  a series of t e r a t o l o g y  
studies on MCB, ODCB a n d  PDCB i n  r a t s  a n d  r a b b i t s .  To c l a r i f y  
results o b t a i n e d  i n  t h e  MCB s t u d y  i n  r a b b i t s ,  a f o l l o w - u p  s t u d y  
was conducted i n  t h i s  s p e c i e s .  A d r a f t  f i n a l  r e p o r t  on  b o t h  MCB 
studies i s  expec ted  by t h e  end of t h e  year .  The ODCB r e s e a r c h  was 
completed and i n t e r i m  d a t a  a r e  b e i n g  a s s e m b l e d ;  a n i m a l s  g o  on 
test  i n  t h e  PDCB t e r a t o l o g y  s t u d y  i n  November 1981. 

I10 
CMA 06431 4 



The p a n e l  h a s  worked c l o s e l y  w i t h  t h e  C h l o r o b e n z e n e s  
Producers  A s s o c i a t i o n  (CPA) i n  f o r m u l a t i n g  comments on E P A ' s  
proposed r u l e s  f o r  t e s t i n g  of ch lorobenzenes  u n d e r  TSCA S e c t i o n  
4 ( a ) ,  The CPA h a s  h e l d  a series o f  d i s c u s s i o n s  w i t h  EPA i n  a n  
e f f o r t  t o  deve lop  a v o l u n t a r y  indus t ry-sponsored  t e s t i n g  p rogram 
in l i e u  of a fo rma l  t e s t  rule. A p roposa l  o u t l i n e  w a s  d e v e l o p e d  
and submi t t ed  t o  t h e  Agency. I f  approved,  t h e  CPA h a s  a s k e d  t h e  
pane l  t o  p rov ide  funding  and a d m i n i s t r a t i o n  f o r  t h e  program. 

8.8 EPOXY Resin (ER) 

The S p e c i a l  Program on Epoxy R e s i n s  was a p p r o v e d  i n  J u l y ,  
1977. The p a n e l  was fo rmed  t o  e v a l u a t e  t h e  a v a i l a b l e  h e a l t h  
e f f e c t s  l i t e r a t u r e  on Epoxy R e s i n s  and  t o  s p o n s o r  n e c e s s a r y  
r e s e a r c h .  I n i t i a l l y ,  t h e  p a n e l  d e c i d e d  t o  c o n c e n t r a t e  o n  
B i  s p hen o 1-A e p i c h l  o r  o h yd r in-de r i v e d  epoxy res i n s  . 

10 
The pane l  i s  i n i t i a t i n g  an  advocacy r o l e  by r e q u e s t i n g  t h a t  

OSHA remove Bisphenol  A d i g l y c i d y l  e t h e r  f r o m  OSHA's c a n d i d a t e  
carc inogen  l i s t .  

8.9 Ethylene  Dibromide (EDB) 

Concerned abou t  p o s s i b l e  government r e g u l a t o r y  a c t i o n ,  t h e  
pane l  w a s  formed i n  1979 .  On December 1 4 ,  1 9 7 7 ,  EPA i s s u e d  a 
Notice of R e b u t t a b l e  P r e s u m p t i o n  A g a i n s t  R e g i s t r a t i o n  (RPAR). 
The agency concluded t h a t  p re sumpt ions  f o r  o n c o g e n i c i t y  , mut a- 
g e n i c i t y  and r e p r o d u c t i v e  d i s o r d e r s  had no t  been r e b u t t e d .  

A s u b c h r o n i c  i n h a l a t i o n  s t u d y  c o n d u c t e d  by Dow Chemica l  
Toxicology Research  Labora tory  showed t h a t  r e p e a t e d  s u b c h r o n i c  
e x p o s u r e  o f  r a t s  t o  10 o r  40 ppm o f  E D B  i n d u c e d  p a t h o l o g i c  
changes i n  t h e  r e s p i r a t o r y  e p i t h e l i u m  of  t h e  n a s a l  t u r b i n a t e .  
Subsequent post-exposure phase r evea led  a l a c k  of p r o g r e s s i o n  of  
t h e  l e s i o n s ,  w i t h  a l m o s t  c o m p l e t e  r e v e r s i o n  t o w a r d  n o r m a l  
h i s t o l o g i c  appearance  of t h e  n a s a l  t u r b i n a t e .  

Two a d d i t i o n a l  s t u d i e s  were conducted by t h e  Na t iona l  Cancer 
I n s t i t u t e  ( N C I )  a n d  t h e  N a t i o n a l  I n s t i t u t e  f o r  O c c u p a t i o n a l  
S a f e t y  a n d  H e a l t h  (NIOSH). The p a n e l  c o n d u c t e d  t h i r d - p a r t y  
a u d i t i n g  of b o t h  of  t h e s e  s t u d i e s .  The independent  a u d i t o r  found 
t h a t  b o t h  s t u d i e s  were of a c c e p t a b l e  q u a l i t y  and  t h e i r  f i n d i n g s  
v a l i d .  S ince  EDB w a s  shown t o  be c a r c i n o g e n i c  i n  b o t h  s t u d i e s ,  
t h e r e  i s  no need f o r  e i t h e r  c o n t i n u e d  r e s e a r c h  o r  a n  a d v o c a c y  
program. The p a n e l  t h e r e f o r e  dec ided  t o  d i s b a n d .  However, t h e  
p a n e l  h a s  been r e a c t i v a t e d  as a result of  t h e  N a t i o n a l  B r o t h e r -  
hood of Teamsters '  p e t i t i o n  t o  OSHA t o  lower t h e  c u r r e n t  w o r k e r  
exposure s t a n d a r d  from 20,000 ppb t o  15 ppb. 
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8.10 E thy lene  D i c h l o r i d e  (EDC) 

The E thy lene  D i c h l o r i d e  Program Pane l  was f o r m e d  i n  Febru-  
ary, 1975 t o  e v a l u a t e  t h e  adequacy of knowledge r e l a t i n g  t o  EDC, 
The p a n e l  i n i t i a t e d  a c h r o n i c  i n h a l a t i o n ,  a m e t a b o l i c ,  and  a 
t e r a t o g e n i c  s t u d y  i n  expe r imen ta l  an imals .  The Panel  d e c i d e d  t o  
d i sband ,  p e n d i n g  t h e  a c c e p t a n c e  o f  a l l  f i n a l  r e p o r t s  on t h i s  
r e sea rch .  T h i s  d e c i s i o n  was r e v e r s e d  when i t  w a s  l e a r n e d  t h a t  
EpA w a s  c o n s i d e r i n g  propos ing  a TSCA S e c t i o n  8(a) r u l e .  

8.11 Ethylene  Oxide (EO) 

A s tudy  conducted a t  Bushy-Run l a b s  showed E thy lene  Oxide to 
be c a r c i n o g e n i c  i n  rats.  I n d u s t r y  was i n t e r e s t e d  i n  g a t h e r i n g  
in fo rma t ion  on t h e  safe hand l ing  of E thy lene  O x i d e  wh ich  l e d  t o  
t h e  fo rma t ion  of t h e  E thy lene  Oxide I n d u s t r y  Counci l  on J u l y  30, 
1981. The Counci l  o p e r a t e s  t h r o u g h  a n  E x e c u t i v e  Commit tee  and 
f o u r  o p e r a t i n g  committees: S c i e n t i f i c ,  R e g u l a t o r y ,  F i n a n c e  and 
Membership, and Communications. 

The Counci l  i s  developing  in fo rma t ion  r e g a r d i n g  r e s p o n s i b l e  
i n d u s t r y  programs t o :  1) c o n t r o l  exposure  t o  e t h y l e n e  o x i d e ;  2 )  
t o  deve lop  r e l e v a n t  s c i e n t i f i c ,  t e c h n o l o g i c a l  and economic d a t a ;  
and,  3 )  t o  c o o p e r a t e  w i t h  o t h e r  n a t i o n a l  and i n t e r n a t i o n a l  organ- 
i z a t i o n s  having  similar o b j e c t i v e s .  The C o u n c i l  w i l l  p r e s e n t  
t h i s  i n f o r m a t i o n  and d a t a  t o  any United S t a t e s  f e d e r a l ,  s t a t e  o r  
munic ipa l  governmental  body c o n s i d e r i n g  r e g u l a t o r y  c o n t r o l s  on 
e t h y l e n e  o x i d e  s o  a s  t o  a s s u r e  t h a t  such  s t a n d a r d s ,  r e g u l a t i o n s  
o r  p o l i c i e s ,  are  r easonab le ,  s c i e n t i f i c a l l y  s o u n d ,  a n d  economi-  
c a l l y  and s o c i a l l y  e f f e c t i v e .  

The Counci l  developed a r e s p o n s e  t o  t h e  p e t i t i o n  f i l e d  by 
t h e  P u b l i c  C i t i z e n  H e a l t h  Resea rch  Group a n d  t h e  Amer ican  Fed- 
e r a t i o n  of S t a t e ,  County and  M u n i c i p a l  Employees  t o  l o w e r  t h e  
exposure  s t a n d a r d  f o r  e t h y l e n e  o x i d e .  The p e t i t i o n  a s k e d  t h a t  
t h e  e i g h t  hour TWA b e  l o w e r e d  f r o m  50  ppm t o  1 ppm and  t h a t  a 
shor t - te rm exposure  l e v e l  of 5 ppm b e  e s t a b l i s h e d .  R e p r e s e n t a -  
t i v e s  of t h e  Counci l  m e t  w i t h  OSHA o f f i c i a l s  on S e p t e m b e r  2 t o  
d i s c u s s  i n d u s t r y ' s  concern  r ega rd ing  t h e  p e t i t i o n .  On Sep tember  
29 OSHA d e n i e d  t h e  p e t i t i o n .  . 

8.12 Fluorocarbons  (FC) 

The F l u o r o c a r b o n  Program was f o r m a l l y  o r g a n i z e d  i n  t h e  
Spr ing  of 1973 w i t h  e s s e n t i a l l y  a l l  of t h e  Free World p r o d u c e r s  
of c h l o r o f l u o r o c a r b o n s  (CFCs) s u p p o r t i n g  t h e  e f f o r t .  The pane l ' s  
i n i t i a l  purpose  was t o  de t e rmine  t h e  f a t e  of  CFCs i n  t h e  a tmos-  
phere  and t h e  e f f e c t s  t h e y  may p r o d u c e  on  p l a n t s  o r  a n i m a l s -  
There was no  s u s p i c i o n  of t h e i r  e f f e c t  on the s t r a t o s p h e r e .  

With t h e  p u b l i c a t i o n  of t h e  Ozone Dep le t ion  Theory i n  J u n e ,  
1974 t h e  Program w a s  expanded  a n d  a c c e l e r a t e d .  To d a t e ,  o v e r  
$10,000,000 h a s  been s p e n t  on t h i s  r e sea rch .  There i s  no ind ica -  
t i o n  t h a t  t h e  p a r t i c i p a n t s  i n t e n d  t o  c u r t a i l  t h i s  e f f o r t  in t h e  
immediate f u t u r e .  
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The pane l  limits i t s  funding  t o  s c i e n t i f i c  r e s e a r c h  and  i t s  
advocacy t o  d i s s e m i n a t i o n  of r e s e a r c h  r e s u l t s  and i n t e r p r e t a t i o n  
of t h e  s t a t e  of t h e  s c i e n c e .  L e g i s l a t i v e  and r e g u l a t o r y  advocacy 
is handled  by a c o a l i t i o n  of CFC producers  a n d  u s e r s ,  t h e  A l l i -  
ance  f o r  R e s p o n s i b l c  CFC P o l i c y .  The A l l i a n c e  d e p e n d s  on t h e  
F luorocarbon Program Pane l  f o r  s c i e n t i f i c  da t a .  

8.13 Glycol  E t h e r s  (GE) 

The Glyco l  E t h e r s  Program was formed on June  2 6 ,  1980 and i s  
concerned p r i m a r i l y  w i t h  t h e  a l k y l  and d l a l k y l  e t h e r s  of  e t h y l e n e  
g l y c o l  a n d  d i e t h y l e n e  g l y c o l ,  s e l e c t e d  e t h e r s  o f  p r o p y l e n e  
g l y c o l ,  and  t h e i r  a c e t i c  a c i d  e s t e r s .  The p a n e l  c o n d u c t e d  a 
review and e v a l u a t i o n  of  t h e  publ i shed  and a v a i l a b l e  u n p u b l i s h e d  
l i t e r a t u r e  on h e a l t h  and envi ronmenta l  e f f e c t s .  A s  a r e s u l t  o f  
t h e  l i t e r a t u r e  r e v i e w  t h e  p a n e l  h a s  d e v e l o p e d  a m u l t i - p h a s e  
t e s t i n g  program. This p rogram I n c l u d e s  t e s t i n g  o f :  E t h y l e n e  
Glycol  Monomethyl E t h e r  ( E M ) ,  E t h y l e n e  G l y c o l  Monobuty l  E t h e r  
( E B ) ,  and E thy lene  Glycol  Monoethyl E t h e r  (EE) i n  1981 ( P h a s e  I )  
€ o r  t e r a t o l o g y  and p o s s i b l e  r e p r o d u c t i v e  e f f e c t s .  Phase  I1 w i l l  
b e g i n  i n  1982 a n d  i n c l u d e s  t e r a t o l o g y  s t u d i e s  on:  E t h y l e n e  
Glycol  Nonoethyl E t h e r  Acetate (EE Ace ta t e )  and P ropy lene  G l y c o l  
%nomethyl E t h e r  (PM). Phase I1 a l s o  i n c l u d e s  a subchron ic  s t u d y  
of EE and  a r e s e a r c h  s t u d y  s t i l l  u n d e r  d e v e l o p m e n t ,  wh ich  w i l l  
a l l o w  a c o m p a r a t i v e  a s s e s s m e n t  o f  g l y c o l  e t h e r s  w i t h  t h e i r  
a c e t a t e s .  A Phase I1 t e s t i n g  program on o t h e r  g l y c o l  e t h e r s  may 
b e  developed i n  1982. 

The Glyco l  E t h e r s  P rogram P a n e l  c u r r e n t l y  i s  c o n s i d e r i n g  
developing  exposure  d a t a  a n d  h a s  begun a l i a i s o n  p rogram w i t h  
NPCA and CSKA. The p a n e l  i s  a l so  c o n s i d e r i n g  what r o l e ,  i f  a n y ,  
they wish  t o  p l a y  i n  an advocacy p rogram w i t h  EPA a n d / o r  OSHA. 
Current  a d v o c a c y  a c t i v i t i e s  i n v o l v e  i n t e r a c t i o n s  w i t h  NIOSH, 
ACGIH, and ECETOC. 

8.14 Ketones (K) 

In 1979 f i v e  k e t o n e s ,  m e t h y l  e t h y l  k e t o n e  (MEK), m e t h y l  
i s o b u t y l  k e t o n e  (MIBK), m e s i t y l  o x i d e  ( M O ) ,  i s o p h o r o n e  a n d  
cyclohexanone,  were recommended f o r  t e s t i n g  under  S e c t i o n  4 (e )  of  
TSCA by t h e  In t e ragency  T e s t i n g  Committee. The Ketones Panel  m e t  
f o r  t h e  f i r s t  time on  Janua ry  2 3 ,  1980. T h e i r  f i r s t  a c t i v i t y  w a s  
t o  assemble  a l l  tox ico logy  l i t e r a t u r e  on e i g h t  ke tones ,  i n c l u d i n g  
t h e  f i v e  on t h e  ITC L i s t .  Both pub l i shed  and  u n p u b l i s h e d  ( f r o m  
t h e  f i l e s  of  p a r t i c i p a t i n g  companies) s t u d i e s  were r e v i e w e d  a n d  
p r i n c i p a l  areas of  d e f i c i e n c i e s  i n  tox ico logy  i n f o r m a t i o n  i d e n t l -  
f i e d .  S ince  t h e  I n d u s t r i a l  Hea l th  Foundat ion (IHF) a l r e a d y  had a 
program on cyclohexanone,  t h e  p r e s e n t  scope of t h e  K e t o n e s  P a n e l  
i s  l i m i t e d  t o  t h e  f o u r  remain ing  k e t o n e s  on t h e  ITC List. 

A r e v i s e d  EPA s c h e d u l e  r e s u l t e d  f rom a r u l i n g  in favor of 
t h e  N a t u r a l  R e s o u r c e s  D e f e n s e  C o u n c i l  w h i c h  h a d  s u e d  EPA f o r  

13 

CMA 064317 

. ,  
, _. -... _.. .. .._ ,.- . .. . 

* -. , . . . .. _" , .-- .~.,, , I ~ . ... . .... - -- 



non-compliance u n d e r  S e c t i o n  4 by n o t  h a v i n g  i n i t i a t e d  t u l e -  
making w i t h i n  t h e  one y e a r  dead l ine .  The s u i t  r e s u l t e d  i n  dead-  
l i n e s  of  1982 f o r  cyclohexanone and 1983 f o r  t h e  r e m a i n i n g  f o u r  
ke tones .  F u r t h e r  r e schedu l ing  r e s u l t e d  i n  d e a d l i n e s  i n  mid-1 9 8 2  
f o r  a l l  f i v e  k e t o n e s .  The p a n e l  i s  c u r r e n t l y  u n d e r t a k i n g  an 
advocacy program on f o u r  of t h e  k e t o n e s  on  t h e  ITC L i s t :  MEK, 
M B K ,  MO and isophorone.  The program i n v o l v e s  deve lop ing  use  and 
exposure  in fo rma t ion ,  .as w e l l  as a v o l u n t a r y  t e s t  program. 

A go-day i n h a l a t i o n  s tudy  on methyl i s o b u t y l  k e t o n e  ( M I B K )  
i s  c u r r e n t l y  underway and r ep roduc t ion  and t e r a t o l o g y  studies are 
under  c o n s i d e r a t i o n .  The pane l  w i l l  f o l low c l o s e l y  complimentary 
t e s t i n g  on methyl e t h y l  ke tone  by CIIT, and methyl isoamyl ketone 
by Eastman Kodak. The p a n e l  h a s  met o n c e  w i t h  E P A  o n  t e s t i n g  
recommendations f o r  ke tones  under  S e c t i o n  4 ( a )  and i s  d e v e l o p i n g  
a documen t  f o r  s u b m i s s i o n  t o  t h e  Agency.  The document  w i l l  
p r e s e n t  summaries of t o x i c i t y  d a t a  on  t h e  f o u r  k e t o n e s  and  u s e  
and exposure  in fo rma t ion .  An o v e r v i e w  o f  t h e  r e s e a r c h  program 
w i l l  a l s o  be inc luded .  

.8.15 Phosgene (P )  

The Phosgene Panel  was formed i n  A p r i l ,  1 9 7 5 .  I t s  p u r p o s e  
i s  t o  maximize s a f e t y  i n  t h e  product ion  and use of  p h o s g e n e ,  t o  
reduce t h e  p o s s i b i l i t y  o f  e x p o s u r e  i n c i d e n t s ,  a n d  t o  d e v e l o p  
e f f e c t i v e  d i a g n o s t i c  procedures  and t h e r a p e u t i c  count  e r m e  a s u r  e s  . 
The pane l  i s  s t u d y i n g  means f o r  m o n i t o r i n g  c o n c e n t r a t i o n s  o f  
phosgene i n  a i r ,  means of e v a l u a t i n g  a c t u a l  exposures  t o  phosgene 
as a g u i d e  t o  m e d i c a l  t r e a t m e n t ,  a n d  m e a n s  o f  p r e v e n t i n g  
i n c i d e n t s  of phosgene release. Toward t h i s  o b j e c t i v e ,  t h e  p a n e l  
has  funded:  

o two animal  s t u d i e s  and pub l i shed  two pape r s  i n  t h e  A r c h i v e s  
of  Environmental  Hea l th  ( T h e s e  s t u d i e s  s u g g e s t e d  p o s s i b l e  
mechanisms of  Phosgene poisoning  and c a n d i d a t e  t h e r a p e u t i c  
agen t s .  ) ; 

o a worldwide l i t e r a t u r e  s e a r c h ;  and ,  

o a t h i r d  an imal  s t u d y  d i r e c t e d  toward e x p o s u r e  o f  c a n d i d a t e  
t h e r a p e u t i c  a g e n t s  e x p e c t e d  t o  b e  e f f e c t i v e  b a s e d  on t h e  
l i t e r a t u r e  s e a r c h  o r  on r e s u l t s  f rom t h e  f i r s t  two a n i s a l  
r e s e a r c h  p r o j e c t s .  

In o r d e r  t o  improve e n g i n e e r i n g  and s a f e t y  p r a c t i c e s  d u r i n g  
t h e  manufac tur ing  o r  u s e  of phosgene ,  t h e  p a n e l  i s  s t r u c t u r i n g  
and conduct ing  f o u r  su rveys  t G  i d e n t i f y  and update  t h i s  i n f o r m a -  
t i o n .  Dupont and Dow have each  conducted in-house r e t r o s p e c t i v e  
epidemiology s t u d i e s  on workers exposed t o  p h o s g e n e .  The p a n e l  
does n o t  c u r r e n t l y  find i t  f e a s i b l e  t o  s p o n s o r  a p r o s p e c t i v e  
s tudy  due  t o  t h e  absence  of a c o n t r o l l e d ,  phosgene-only exposure.  
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To improve worker s a f e t y ,  t h e  pane l  i s  working w i t h  i n s t r u -  
ment d e s i g n e r s  and manufac tu re r s  t o  develop i n s t r u m e n t a t i o n  w i t h  
maximum s e n s i t i v i t y  f o r  bo th  i n d u s t r i a l  ( p r o c e s s )  a n d  p e r s o n a l  
m o n i t o r i n g ,  d e v e l o p  p r o t e c t i v e  c l o t h i n g ,  a n d  s e l f  c o n t a i n e d  
b r e a t h i n g  d e v i c e s .  The pane l  is a l s o  e x p l o r i n g  improved in -p lan t  
s a f e t y  p r a c t i c e s  and developing  op t ima l  post-exposure d i a g n o s t i c  
procedures  and t h e r a p e u t i c  countermeasures .  

P h t h a l a t e  Esters (PE) 

The CMA P h t h a l a t e  Esters Program Pane l ,  which w a s  fo rmed  i n  
1972 ,  o r i g i n a l l y  c o n c e n t r a t e d  i t s  e f f o r t s  o n  s t u d y i n g  t h e  
e n v i r o n m e n t a l  e f f e c t s  o f  p h t h a l a t e s .  E x t e n s i v e  l i t e r a t u r e  
su rveys  a t  t h a t  t i m e  i n d i c a t e d  l i t t l e  o r  no c o n c e r n  o v e r  t h e  
h e a l t h  e f f e c t s  of p h t h a l a t e s .  The In t e ragency  T e s t i n g  Commi t t ee  
recommended o n l y  e n v i  ronmen t a 1  t es t i n g  on t h e  p h t h a l a t e  e s t  e r 
class of  compounds. Under  t h e  p r o v i s i o n s  o f  S e c t i o n  4 of t h e  
Toxic Subs tances  C o n t r o l  A c t  (TSCA), EPA cou ld  develop  tes t  mles 
f o r  envi ronmenta l  t e s t i n g ;  however ,  t h e  p h t h a l a t e  e s t e r s  p a n e l  
began deve lopmen t  o f  a c o m p r e h e n s i v e  v o l u n t a r y  e n v i r o n m e n t a l  
e f f e c t s  tes t  program. 

A s  a r e s u l t  o f  a 1980 d r a f t  r e p o r t  f r o m  t h e  N C I  t o  t h e  
Nat iona l  T o x i c o l o g y  P rogram which  shows t h a t  d i - 2 - e t h y l h e x y l  
p h t h a l a t e  (DEHP; a l s o  wide ly  known as DOP) causes  h e p a t o c e l l u l a r  
carcinoma a t  h i g h  dose  l e v e l s  i n  l a b o r a t o r y  r o d e n t s ,  p h t h a l a t e  
esters r e c e i v e d  i n c r e a s e d  a t t e n t i o n  f r o m  r e g u l a t o r y  a g e n c i e s .  
With t h e  d i s c l o s u r e  of t h e  new NTP f i n d i n g s ,  t h e  Program P a n e l  
expanded i t s  e f f o r t s  t o  i n c l u d e  a comprehensive t e s t i n g  p rogram 
t o  a d d r e s s  t h e  human h e a l t h  concerns.  The g o a l  was t o  d e v e l o p  a 
comprehensive v o l u n t a r y  test program t h a t  would develop t e s t  d a t a  
r e q u i r e d  under  S e c t i o n  4 of TSCA, bu t  w i thou t  t h e  i m p o s i t i o n  o f  
mandatory t e s t  rules . 

The f i r s t  phase of t h e  comprehensive e n v i r o n m e n t a l  e f f e c t s  
and human h e a l t h  e f f e c t s  t e s t i n g  p rogram i s  r e a d y  t o  b e  i m p l e -  
mented. The human h e a l t h  e f f e c t s  p o r t i o n  h a s  been  d e s i g n e d  t o  
examine a l i m i t e d  number of compounds on a r i s k  assessment  basis. 
The studies which comprise  t h i s  phase of t h e  program w i l l  g e n e r -  
a te  sound s c i e n t i f i c  d a t a  t h a t  c a n  b e  a p p l i c a b l e  t o  p h t h a l a t e  
esters as a class,  r a t h e r  t han  t o  s p e c i f i c  chemicals .  A l l o c a t i o n  
of c o s t s ,  w a s  developed t o  i n c l u d e  a l l  t h e  a f f e c t e d  i n d u s t r i e s ,  
p h t h a l a t e  p roduce r s ,  raw naterials s u p p l i e r s  and p h t h a l a t e  u s e r s .  

The envi ronmenta l  e f f e c t s  t e s t i n g  p o r t i o n ,  i n c l u d e s  t h e  1 4  
p h t h a l a t e  esters produced i n  l a r g e  volume. The program i n c l u d e s  
acute t e s t i n g  f o r  a l l  1 4  p h t h a l a t e s  i n  t h r e e  s p e c i e s .  A d d i t i o n a l  
acute and c h r o n i c  t es t  d a t a  w i l l  b e  d e v e l o p e d  f o r  t h o s e  e s t e r s  
f o r  w h i c h  t e s t  d a t a  i s  n o t  a l r e a d y  a v a i l a b l e .  The P h t h a l a t e  
Esters Panel h a s  h e l d  s e v e r a l  d i s c u s s i o n s  w i t h  Mr. Newburg-Rinn 
of  EPA's T e s t  Rules  Development  Branch .  As a r e s u l t  o f  t h e s e  
d i s c u s s i o n s ,  EPA h e l d  a p u b l i c  meet ing on S e p t e m b e r  1 5 ,  1981  t o  
propose accep tance  of t h e  P a n e l ' s  Voluntary Test Program. F i n a l  
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accep tance  awaits r e c e i p t  of w r i t t e n  comments from t h e  p u b l i c  and 
some f u r t h e r  review w i t h i n  t h e  Agency. 

In a r e sponse  t o  a C i t i z e n ' s  P e t i t i o n  f i l e d  under Sec t ion  21  
of TSCA, t h e  EPA O f f i c e  of  P e s t i c i d e s  and T o x i c  S u b s t a n c e s  con- 
ducted a p r i o r i t y  rev iew assessment  of DEHP which could  r e s u l t  i n  
a 4 ( f )  A c t i o n  b e i n g  t a k e n  by t h e  Agency.  The CMA P h t h a l a t e  
E s t e r s  Pane l  i s  c u r r e n t l y  working w i t h  EPA on t h i s  i s s u e .  

P h t h a l a t e  and a d i p a t e  esters a r e  a l s o  of  i n t e r e s t  t o  t h r e e  
Bureaus  w i t h i n  t h e  F D A ,  t h e  B u r e a u  o f  F o o d s ,  t h e  B u r e a u  o f  
B i o l o g i c s  a n d  t h e  B u r e a u  o f  M e d i c a l  D e v i c e s .  The S u r e a u  o f  
B i o l o g i c s  and  t h e  B u r e a u  o f  M e d i c a l  D e v i c e s  a r e  p r i m a r i l y  
i n t e r e s t e d  i n  DEHP u s e  i n  f l e x i b l e  p las t ics  t h a t  come i n  c o n t a c t  
w i t h  b lood ,  blood e lements  o r  i n t r a v e n o u s  s o l u t i o n s .  

The Bureau of Foods r e g u l a t e s  DEHA f o r  u se  i n  p l a s t i c s  t h a t  
come in c o n t a c t  w i t h  f o o d s ,  and  DEHP f o r  u s e  i n  p l a s t i c s  t h a t  
c o n t a c t  non- fa t ty  foods.  In  a d d i t i o n ,  o t h e r  a d i p a t e s ,  di-(C7, 
Cg-alkyl) a d i p a t e  and di-n-alkyl  a d i p a t e  (made from cg, Cg, C10 
a l c o h o l s )  a re  s a n c t i o n e d  f o r  u s e  i n  f o o d s ,  b u t  f o o d s ,  b u t  t h e  
s a n c t i o n s  on t h e s e  l a t t e r  compounds w e r e  b a s e d  upon s a f e t y  of  
DEHA. 

In  June  1981,  a new Task Group (FDATG) w a s  formed w i t h i n  the  
P h t h a l a t e  Ester Pane l ,  t o  i n t e r a c t  w i t h  FDA on i s s u e s  r e l a t i n g  t o  
a d i p a t e s  and p h t h a l a t e s .  A t  t h a t  t i m e  t h e  B u r e a u  o f  Foods was 
p repa r ing  a s t r a t e g y  document f o r  submiss ion  t o  t h e  FDA commis- 
s i o n e r  which could  have r e s u l t e d  i n  a r e s t r i c t i o n  o r  ban  of  DEHA 
in food c o n t a c t  a p p l i c a t i o n s .  The P h t h a l a t e  Es te rs  FDATG met 
wi th  r e p r e s e n t a t i v e s  o f  t h e  FDA a n d  s u c c e s s f u l l y  d e l a y e d  t h e  
s t r a t e g y  document. The FDATG i s  c u r r e n t l y  p r e p a r i n g  a d e t a i l e d  
review of DEHA t o x i c i t y  d a t a  and developing  a v o l u n t a r y  t e s t i n g  
program which FDA cou ld  accep t  i n  l i e u  of a n  i n t e r i m  r e g u l a t i o n  
o r  ban on DEHA. S ince  t h e  P h t h a l a t e  Esters Pane l  w a s  o r i g i n a l l y  
organized  and funded t o  addres s  EPA's  conce rns ,  t h e  FDATG a c t i v l -  
t i es  w i l l  be funded s e p a r a t e l y .  

The pane l  f a c e s  t h e  c h a l l e n g e  of p r e s e n t i n g  an i n d u s t r y  con- 
census on a class of compounds. I n d i v i d u a l  p a r t i c i p a t i n g  com- 
panies  have d i v e r s e  i n t e r e s t s ,  b u t  a l l  have  a common g o a l - - t o  
minimize t h e  r e g u l a t o r y  a c t i o n  on t h e s e  s u b s t a n c e s  by r e s p o n s l -  
b l e ,  v o l u n t a r y  programs suppor ted  broadly .  

8.17 Po lych lo r ina t ed  Biphenyls  (PCBs) 

The r e c e n t  d e c i s i o n  i n  EDF v .  E P A ,  NO. 79-1580,  s e t  a s i d e  
tm par t s  o f  E P A ' s  r e g u l a t i o n  p e r t a i n i n g  t o  P C B s .  The C o u r t  
found t h a t  EPA d i d  n o t  present s u b s t a n t i a l  e v i d e n c e  t o  s u p p o r t  
i t s  d e t e r m i n a t i o n  t o :  1) e x c l u d e  f r o m  r e g u l a t i o n  m a t e r i a l s  
c o n t a i n i n g  less than  50 ppm PCBs and ,  b )  d e f i n e  t h e  s t a t u t o r i l Y  
exempted " t o t a l l y  enc losed  uses"  as i n t a c t  and non- l eak ing .  AS a 
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resu l t  of r e q u e s t s  by EPA and EDF t h e  Court  d e c i d e d  i o  s t a y  i t s  
mandate f o r  up t o  e i g h t e e n  months. Within t h i s  t i m e  p e r i o d  EPA 
i s  t o  co l lec t  in fo rma t ion  and promulgate a s u p p o r t a b l e  r e g u l a t i o n  
on PCBs. 

CMA s t a f f ,  w i t h  a d v i c e  f r o m  t h e  C h e m i c a l  R e g u l a t i o n s  
Advisory Committee ( C U C )  and iaeresxed-xaqariy r-, 
n e g o t i a t e d  w i t h  EPA and EDF t o  g a t h e r  i n f o r m a t i o n  o n  t h e  50-ppm 
i n c i d e n t a l  g e n e r a t i o n  i s s u e .  S i n c e  C R A C ' s  b u d g e t  c o u l d  n o t  
s u p p o r t  t h e  d a t a - g a t h e r i n g  e f f o r t s ,  t h e  Special  Programs D i v i s i o n  
w a s  asked t o  assume r e s p o n s i b i l i t y  f o r  t h i s  p r o j e c t .  The f i r s t  
pane l  meet ing  w a s  he ld  i n  February ,  1981. 

The PCB Pane l  i s  conduct ing  two su rveys  o f  i t s  member com- 
panies :  1 )  50 ppm i n c i d e n t a l  g e n e r a t i o n  survey  - t o  c h a r a c t e r i z e  
t h e  n a t u r e  and scope of t h e  low c o n c e n t r a t i o n s  of PCBs; 2)  t o t a l -  
l y  enc losed  su rvey  - t o  i d e n t i f y  t h e  numbers o f  p i e c e s  o f  e lec-  
t r i ca l  equipment which c o n t a i n  PCBs ,  t h e  volume of such  PCBs, and 
t h e i r  c o n c e n t r a t i o n  l e v e l s  o r  ranges.  The i n f o r m a t i o n  o b t a i n e d  
from t h e s e  su rveys  w i l l  be p re sen ted  t o  EPA. In  August 1981 ,  t h e  
pane l  submi t t ed  t o  EPA a n  a n a l y t i c a l  n a r r a t i v e  d i s s e r t a t i o n  d i s -  
c u s s i n g  t h e  p r o b l e m s  a n d  c o s t s  a s s o c i a t e d  w i t h  low l e v e l  PCB 
a n a l y s i s .  The pane l  i s  c u r r e n t l y  conduct ing  an a n a l y t i c a l  round- 
r o b i n  t e s t i n g  p rogram w h i c h  i n v o l v e s  b o t h  i n d u s t r y  a n d  E P A  
l a b o r a t o r i e s .  

8.18 Rubber Add i t ives  (RA) 

The Rubber A d d i t i v e s  Program Panel  was formed i n  March 1980  
t o  sponsor  r e s e a r c h  t h a t  would expand t h e  t o x i c o l o g i c a l  d a t a  base  
on rubbe r  chemica ls  of  i n t e re s t  t o  p a r t i c i p a t i n g  companies. 

As a n  i n i t i a l  e f f o r t ,  t h e  p a n e l  s p o n s o r e d  a s e r i e s  o f  i n  
v i t r o  tests o n  p u r i f i e d  a n d  commerc ia l  samples o f  2 - ( a o r p h z  
l i n o t h i o )  b e n z o t h i a z o l e s u l f  enamide (MBS) . F u r t h e r  t e s t i n g  of MBS 
i s  p r e s e n t l y  under  c o n s i d e r a t i o n ,  as i s  t h e  n e e d  f o r  t e s t i n g  o f  
o t h e r  rubbe r  a d d i t i v e s .  

- 

The p a n e l  works  i n  c l o s e  c o o p e r a t i o n  w i t h  b o t h  t h e  WTR 
( I n t e r n a t i o n a l  Working Group on Rubber Chemica l  T o x i c o l o g y )  a n d  
t h e  Rubber Manufac turers  Assoc ia t ion .  A l l  t h r e e  groups  have been 
concerned w i t h  n i t r o s a m i n e s  i n  t h e  w o r k p l a c e  and  t h e  p a n e l  i s  
c o n s i d e r i n g  unde r t ak ing  a t e s t i n g  program on n i t rosamine .  

8.19 S t y r e n e  (S) 

The S ty rene  Program Panel  i s  expanding t h e  s t y r e n e  t o x i c o l -  
ogy d a t a  base.  The pane l  a l s o  r e p r e s e n t s  t h e  i n t e r e s t s  o f  i t s  
members b e f o r e  f e d e r a l  a g e n c i e s  i n  matters r e l a t ing  t o  sa fe ty  and 
h e a l t h  issues. 

A two-year c h r o n i c  and th ree -gene ra t ion  r e p r o d u c t i o n  s t u d y  
of  s t y r e n e  i n  d r i n k i n g  water was completed and  r e l e a s e d  t o  f e d -  
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era1 agenc ie s .  The pane l  a l s o  reviewed a d r a f t  f i n a l  r e p o r t  on a 
s t y r e n e  pharmacokine t ic  s tudy  in mice. The l a t t e r  s tudy  i n d i -  
c a t e d  s p e c i e s  d i f f e r e n c e s  wi th  r e s p e c t  t o  a c u t e  s t y r e n e  t o x i c i t y  
i n  rats  and mice. The p a n e l  p r e s e n t l y  is a s s e s s i n g  how t h e s e  
d i f f e r e n c e s  r e l a t e  t o  man b e f o r e  p r o c e e d i n g  f u r t h e r  w i t h  a 
r e s e a r c h  program. 

The p a n e l  i n c o r p o r a t e d  a R e g u l a t o r y  T a s k  Group t o  a d d r e s s  
EPA's proposed r e g u l a t i o n s  (NESHAP) f o r  b e n z e n e  e m i s s i o n s  f rom 
e t h y l  benzene l s ty rene  p l a n t s  comments were s u b m i t t e d  t o  E P A  on 
June 1, 1981. 

8.20 Ti tanium Dioxide (TD) 

In 1977, Du Pont i n i t i a t e d  a r e v i e w  o f  t h e  l i t e r a t u r e  o n  
t i t a n i u m  d i o x i d e  t o x i c i t y  and concluded t h a t  f u r t h e r  i n f o r m a t i o n  
w a s  needed t o  answer p o s s i b l e  q u e s t i o n s  which m i g h t  b e  d i r e c t e d  
a t  t i t a n i u m  d i o x i d e .  The impact  of  t h e  Tox ic  S u b s t a n c e s  C o n t r o l  
A c t  a l s o  r a i s e d  c o n c e r n  a s  t o  t h e  a d e q u a c y  o f  e x i s t i n g  
in fo rma t ion .  

The p a n e l  h a s  t e n t a t i v e l y  c o n c l u d e d  t h a t  a h i s t o r i c a l  
m o r t a l i t y  s t u d y  is n o t  j u s t i f i e d  a t  t h i s  t i m e .  The p a n e l  p l a n s  
t o  t e r m i n a t e  p rogram a c t i v i t i e s  i f  no new e v i d e n c e  o f  human 
h e a l t h  e f f e c t s  i s  r e p o r t e d  as a r e s u l t  of t h e  two y e a r  i n h a l a t i o n  
s t u d i e s  be ing  conducted by Du Pont. 

8.21 T r i c h l o r o e t h y l e n e  (TCE) 

The T r i c h l o r o e t h y l e n e  Program P a n e l  was fo rmed  on May 1 2 ,  
1975 in r e s p o n s e  t o  a n  N C I  Memorandum o f  A l e r t .  The p a n e l ' s  
pr imary concern  was a long-term i n h a l a t i o n  s t u d y .  A c o n t r a c t  was 
s igned  i n  1975 w i t h  I n d u s t r i a l  BIO-TEST L a b o r a t o r i e s  ( L B T )  t o  
conduct such  a s t u d y .  The t e s t i n g  performed by I B T  r e s u l t e d  i n  a 
number of g rave  inadequac ie s  and a f i n a l  r e p o r t  w a s  n o t  i s s u e d .  
The re fo re ,  t h e  CXA TCE Audit  Task Group prepared  an  a u d i t  r e p o r t -  
EPA's Cancer  A s s e s s m e n t  Group h a s  a s k e d  t h e  p a n e l  t o  p r o v i d e  
v a l i d a t i o n  o f  chamber  c o n c e n t r a t i o n s  f o r  t h e  f i r s t  1 2  t o  1 5  
months of  t h e  IBT s t u d y .  

The p a n e l  i s  mon i to r ing  t h e  p r o g r e s s  of t h e  N C I  b i o a s s a y  on 
TCE which i n v o l v e s  s e v e r a l  s t r a i n s  of  mice and ra ts .  

Although t h e  p a n e l  con templa t ed  a n  e p i d e m i o l o g i c a l  s t u d y  , 
SOCMA determined  t h a t  a s t u d y  p o p u l a t i o n  f o r  a n  e p i d e m i o l o g i c  
i n v e s t i g a t i o n  would be  too s m a l l  t o  y i e l d  s t a t i s t i c a l l y  s i g n i f -  
icant results. There fo re ,  such  a s t u d y  was n o t  conducted.  

8.22  Vinyl Ch lo r ide  (VC) 

S i n c e  1 9 7 2 ,  t h e  Program P a n e l  h a s  s u p p o r t e d  a c t i v i t i e s  
r e l a t e d  t o  t h e  accumula t ion  and assessment  o f  h e a l t h  and  s a f e t y  
d a t a  of v i n y l  c h l o r i d e  monomer. 
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A f t e r  f u n d i n g  s e v e r a l  a n i m a l  s t u d i e s ,  t h e  e m p h a s i s  o n  
r e s e a r c h  s h i f t e d  from t o x i c o l o g i c a l  i n v e s t i g a t i o n s  t o  t h e  e a r l y  
d i a g n o s i s  a n d  c l i n i c a l  management  of v i n y l  c h l o r i d e - r e l a t e d  
i n j u r i e s .  The p a n e l  is a l s o  f u n d i n g  a n  u p d a t e  o f  a v i n y l  
c h l o r i d e  epidemiology s t u d y  of  10,000 workers. 

The p a n e l  has m a i n t a i n e d  a c l o s e  l i a i s o n  w i t h  S P l  a n d  
s e v e r a l  E u r o p e a n - b a s e d  c o m p a n i e s .  The p r e s e n t  i n t e r e s t  i n  
po lyv iny l  c h l o r i d e  (PVC) d u s t  c o n t r o l  l i m i t s  i n  t h e  UK i s  b e i n g  
c l o s e l y  fo l lowed.  S e v e r a l  months ago OSHA r e q u e s t e d  i n f o r m a t i o n  
on PVC d u s t ;  h o w e v e r ,  n o  n o t i c e  h a s  b e e n  p u b l i s h e d  o r  o t h e r  
a c t i o n  'taken. 

Vinvl idene  C h l o r i d e  (VDC) 

The Viny l idene  C h l o r i d e  Program Pane l  w a s  formed i n  May 1 5 ,  
1974 t o  i n v e s t i g a t e  t h e  p o t e n t i a l  t o x i c o l o g i c  e f f e c t s  and pharma- 
c o k i n e t i c s  of  i n h a l e d  a n d  i n g e s t e d  VDC i n  l a b o r a t o r y  a n i m a l s .  
Dow Chemica l ,  w h i c h  was p l a n n i n g  r e s e a r c h  on  VDC t o x i c o l o g y ,  
agreed  t o  c o n v e r t  i t s  program i n t o  an i n d u s t r y - w i d e  e f f o r t .  The 
Two-Year I n h a l a t i o n  T o x i c i t y  and Oncogenic i ty  Study of V iny l idene  
Chlor ide  i n  Rats i s  s t i l  i n  progress .  

The Work Practices Task GrouD of t h e  pane l  prepared  a Hea l th  
and S a f e t y  Work Practices G u i d e l i h e  f o r  V i n y l i d e n e  C h l o r i d e  t o  
m i n i m i z e  e x p o s u r e  t o  V U G .  'L'n e ( i u i d e i i n e s  were s e n t  t o  t h e  
D i r e c t o r  of NIOSH and t h e  P r o j e c t  Manager f o r  C r i t e r i a  Documents  
a t  S R I .  They r e c e i v e d  no  o t h e r  d i s t r i b u t i o n .  

The pane l  i s  p r e p a r i n g  t o  respond t o  a H e a l t h  R i s k  Assess- 
ment C r i t e r i a  document on VDC under  p r e p a r a t i o n  by t h e  EPA C r i -  
t e r i a  and H e a l t h  Assessment Group. OSHA does  n o t  have a s t a n d a r d  
f o r  VDC a n d  EPA i s  u n l i k e l y  t o  r e q u i r e  a n y  f u r t h e r  t o x i c i t y  
t e s t i n g  on VDC under  TSCA S e c t i o n  4 .  

The pharmacokine t ics  and metabolism r e s e a r c h  show a s p e c i e s  
s e n s i t i v i t y  o f  Mouse>Rat>Man. The t o t a l  d a t a  bank  i n d i c a t e s  
oncogen ic i ty  i s  n o t  observed  wirhout  r e c u r r e n t  t i s s u e  damage a n d  
wi thout  a c y t o t o x i c  dose ;  a tumor igenic  r e sponse  i n  man would b e  
an  improbable  even t .  

Z inc  D i a l k y l  D i th iophospha te s  (ZDDP) 

The ZDDP Program P a n e l  was c h a r t e r e d  i n  November 1980  t o  
conduct r e s e a r c h  o n  t h i s  c l a s s  o f  o i l  a d d i t i v e s .  A s  a f i r s t  
s t e p ,  g o n a d a l  t o x i c i t y  s t u d i e s  o f  t h r e e  Z D D P  compounds were 
i n i t i a t e d  i n  immature and mature  rats and r a b b i t s .  

Obvious s p e c i e s  d i f f e r e n c e s  were o b s e r v e d  b e t w e e n  r a b b i t s  
and rats w i t h  r e s p e c t  t o  ZDDP t o x i c i t y .  Consequent ly ,  t h e  p a n e l  
proposes  t o  conduct  a compara t ive  i n  v i v o  p h a r m a c o k i n e t i c  s t u d y  
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i n  t h e  r a t ,  r a b b i t ,  a n d  man. A d o s e - r e s p o n s e  s t u d y  i s - a l s o  
proposed t o  de t e rmine  a no -e f f ec t  l e v e l  i n  rats and r a b b i t s .  

In v i t r o  t e s t i n g  of ZDDPs by i n d i v i d u a l  companies h a s  shown 
t h a t  some members of t h e  c l a s s  h a v e  g e n o t o x i c  p o t e n t i a l .  The 
Program Pane l  i s  c o n s i d e r i n g  c o n d u c t i n g  m u t a g e n i c i t y l c a r c i n o -  
g e n i c i t y  a s s a y s  t o  f u r t h e r  assess t h i s  p o t e n t i a l .  
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