
ATTACHMENT 1 

BIOMEDICAL AND ENVIR0NNENTA.L SPECIAL, PROGUMS 

AN OVERVIEW 

1.0 MISSION 

The mission of t he  CMA Biomedical and Environmental S p e c i a l  Programs 
Division ( S p e c i a l  Programs) i s  t o  provide manufacturers,  p r o c e s s o r s ,  a n d /  
o r  users of a chemical o r  chemicals with the  opportunity t o  support co l lec-  
t i ve ly  research and/or advocacy on s p e c i f i c  chemicals. When r e f e r r i n g  t o  
Special  Programs, advocacy involves e x t e r n a l  communication, n o t  des igned  
so le ly  f o r  information exchange, t h a t  relates t o  e x i s t i n g  o r  deve lop ing  
regulat ions,  l e g i s l a t i o n  or l i t i g a t i o n .  CMA semes p a r t i c i p a t i n g  companies 
by providing proper and e f f e c t i v e  adminis t ra t ion of programs. 

. 

S c i e n t i f i c  Information developed through research programs should pro- 
mote the  hea l th  and s a f e t y  of t h e  genera l  publ ic  and of workers involved i n  
manufacturing, process ing ,  and u s i n g  t h e s e  chemica ls .  A l l  s i g n i f i c a n t  
f indings and repor t s  of CMA-administered research programs are ava i lab le  to 
the  publ ic  i n  a timely manner. 
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2.0 DIVISION SUMMARY 

CMA approved the  f i r s t  "special pro jec t"  i n  1972. The i n i t i a l  special 
projects  were exclusively research or iented.  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  and d i s b u r s e  the  n e c e s s a r y  funds ,  c o n t r a c t  f o r  t h e  
research t o  be done, and provide meeting 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  conduct of t h e  meet ings.  The t i m e  r equ i r emen t s  on CMA s t a f f  w e r e  
expected t o  be minimal since t h e  p a r t i c i p a t i n g  companies would provide  all 
technical  expe r t i s e  and management s k i l l s  n e c e s s a r y  t o  conduct  t h e  pro-  
grams, The adminis t ra t ion of these  programs was assigned t o  CMA secretar-  
ies of severa l  s tanding committees. 

*e' 

The number of s p e c i a l  programs administered by W i n c r e a s e d  a t  a mad- 
erate rate from 1972 t o  1979. By t h e  end of 1979, CMA was administering t o  
seventeen special programs. Since 1980, reques ts  f o r  CMA t o  undertake new 
special program have increased considerably. This increase is due mainly 
t o  increased a c t i v i t i e s  r e l a t ed  t o  t h e  Toxic Substances Control A c t ,  Clean 
Air A c t  and Clean  Water A c t .  The S p e c i a l  Programs D i v i s i o n  present ly  
coordinates research and/or advocacy f o r  twenty-three spec ia l  programs. 

CX.4 took i t s  f i r s t  s t e p s  toward advocacy i n  1977 when the  Benzene Pto- 
gram Panel was formed i n  response t o  a worker-exposure standard proposed by 
OSHA. Industry believed 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  standard 
was based were flawed. 'The Benzene Panel's Charter was t o  develop a sound 
technical  base t h a t  could be used by i n d u s t r y  t o  c h a l l e n g e  t h e  proposed 
regulations.  The Benzene Panel 's  Charter was expanded i n  November 1978 t o  
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allow the  Panel t o  represent  t h e  i n t e r e s t s  of t h e  members of  CMA b e f o r e  
federa l  and state agencies i n  a l l  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  out of t h e  production, reac t ion ,  release, packaging ,  repack-  
ing, s torage,  t ranspor ta t ion ,  handling o r  use of benzene. Since 1980, fif- 
teen program panels 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 included advocacy. 

In September 1979, t h e  CMA Executive Committee a u t h o r i z e d  t h e  forma- 
t i on  of a Special  Programs Advisory Group (SPAG). SPAG w a s  subsequen t ly  
given t h e  s t a t u s  of Special  Committee which i s  now known a s  t h e  S p e c i a l  
Programs Advisory Committee (SPAC). Three 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 requests  f o r  ind iv idua l  product advocacy by special pro- 
gram panels and determine t h a t  appropr ia te  c o n d i t i o n s  f o r  t h e s e  advocacy 
posi t ions are met; (2 )  t o  review each ongoing s p e c i a l  program at  least ouce 
a year t o  provide guidance based on SPAC members' e x p e r t i s e ;  and, (3)  t o  
make c e r t a i n  t h a t  advocacy ac t ions  of each Spec ia l  Program are  i n  hannoay 
with CMA Standing C o d t t e e  posi t ions.  Appendix A l i s t s  c u r r e n t  members 
of SPAC. During 1981,  SPAC completed rev iew of 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 ,  i n  1980 and 1981,  SPAC approved CMA u n d e r t a k i n g  new 
spec ia l  programs on arsenic ,  e thylene  oxide, g lyco l  e the r s ,  ketones,  po ly-  
chlor inated biphenyls, and z i n c  d i a lky l  dithiophosphates.  

Appendix B l i s t s  a l l  s p e c i a l  programs unde r t aken  by CMA t o  date. 
Appendix C l ists  companies 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  spec ia l  
programs. 

3.0 STAFF ORGANIZATION AND RESPONSIBILITIES 

The Special  Programs Divis ion  has a - s t a f f  of 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  program 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 processor .  One program a d m i n i s t r a t o r  and one  
secretary devote t h e i r  time exclus ive ly  t o  the4%orocarbon Program. The 
other  four program adminis t ra tors  and four  secretaries are re spons ib l e  f o r  
the  remaining twenty-two programs. Figure 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  
SpecZQ Programs with respect t o  both t h e  staff and the  s p e c i f i c  programs. 

Program adminis t ra tors  p repa re  f o r  and a t t e n d  p a n e l  and t a s k  g roup  
meetings, prepare records of meetings, and write and a d m i n i s t e r  a l l  con- 
tracts i n  t h e i r  respect ive areas. In addi t ion,  program administrators:  

o maintain awareness of pe r t inen t  regula t ions  r e l a t i n g  t o  p a n e l ' s  
activities ; 

communicate with government agencies on s c i e n t i f i c  and regulatory 
matters ; 

coordinate information flow t o  and f rom t h e  a g e n c i e s ,  t h e  com- 
panies, o the r  trade assoc ia t ions  and academic communi ties; 

o 

o 

o coordinate the development of advocacy and 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  commitcees, a n d  
outside consul tants ;  and, 

o provide.monitoring and a u d i t i n g  s e r v i c e s  f o r  ongoing r e s e a r c h  
projects  . 

The Special  Programs D i v i s i o n  keeps  t h e  o f f i c e  of  Genera l  Counsel  
informed of t he  s t a t u s  of ongoing .panel a c t i v i t i e s .  

4.0 BUDGET 

To date CMA program pane l s  have s p e n t  $20,430,287 i n  r e s e a r c h  and  
advocacy programs on 24 fami l ies  of chemicals (see Table 1). 

4.1 Overhead Reimbursement Budget _ _  

CMA charges p a r t i c i p a t i n g  companies t h e  f u l l  c o s t s  , i n c l u d f a g  
overhead, f o r  adminis t ra t ion of special programs. The program account 
is charged $500 p e r  day f o r  professional  s t a f f .  This charge i n c l u d e s  
both the  d i r e c t  and a l l o c a t e d  c o s t s  of f u l l  t i m e  p r o f e s s i o n a l  and 
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  
ass i s tance  from the  Technical, Legal, Government Rela t ioas ,  Communica- 
t ions ,  and Administrative Services  Departments. 

Other d i r e c t  cos t s ,  such as out-of-town t r a v e l ,  meeting room and 
program equipment r e n t a l s  when meeting ou t s ide  CMA, conference ca l l s ,  
telex, unusually l a r g e  p r i n t i n g  and mail ings,  etc.  , are charged as 
miscel laneous a d m i n i s t r a t i v e  expenses  t o  the program, Other C M  
professional s t a f f  time, i f  required t o  work 011 spec i f ic  o r  non-rou- 
t i n e  aspects of t he  program, i s  charged a t  t h e  same rate  as t h e  pro- 
gram administrator.  In add i t ion  t o  an overhead reimbursement of $500 
per  day, t h e  CMA Special  Programs Divis ion  i s  c r e d i t e d  moathly w i th  
0.75% of received but  not  expended spec ia l  program funds as i n t e r e s t ,  
In t e re s t  received on non-disbursed S p e c i a l  Program funds  i s  used t o  
defray adminis t ra t ive cos t s  not  recovered by t h e  d a i l y  rate.  In the 
cake of the f luo roca rbon  program, t h e  unexpended funds  ba lance  i s  
approximately $2 million. This has r e s u l t e d  i n  a s p e c i a l  agreement 
with the Program Panel t o  c r e d i t  i t s  funds  w i t h  in te res t  a t  9% a n d  
charge a f ixed  f e e  of $16,500 p e r  month from J u n e  1981 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  of $ 8 2 5  per d a y  
instead of t h e  nonnal $500 p e r  day. The f ixed  f e e  of $16,500 vi11 be 
reviewed in March 1982 f o r  f i s c a l  year 1982-1983. 

4.2 Panel Research/Advocacy Budget 

CMArequires w r i t t e n  commitment f o r  t h e  f u l l  amount of a 
study budget from a l l  p a r t i c i p a t i n g  companies b e f o r e  e x e c u t i n g  
study cont rac t ( s ) .  A s epa ra t e  account is es tab l i shed  t o  r e c e i v e  
and disburse funds f o r  each program. 
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AS a matter of CMA 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 invoiced for a minimum of 501. of t h e  p r o j e c t e d  f i s ca l  y e a t  
c-tments. I n i t i a l  invoicing occurs immediately a f t e r  p a r t i c i -  
pating company management a p p r o v a l  of t h e  program a c t i v i t i e s .  
During t h e  course of t he  program, a d d i t i o n a l  co l l ec t ions  are made 
as necessary t o  maintain a reserve from which d i s b u r s e m e n t s  are 
made. Reserves are ma in ta ined  as  low as  p o s s i b l e  under sound 
f inanc ia l  management 

A n e w  phase of a program begins whenever t h e r e  fs a change 
i n  composition of sponsoring companies. A t  t h e  completion of any 
phase of a program, uncommitted funds a r e  c a r r i e d  over t o  a sub- 
sequent phase. If a company v o l u n t a r i l y  d rops  o u t  of  a program 
a t  the  completion of a l l  contracted work, a refund is made i f  the 
pro-rated balance of uncommitted f u n d s  exceeds $2,500 f o r  t h a t  
company. A company which v o l u n t a r i l y  d r o p s  o u t  of a program 
during an ongoing study is expected t o  provide i t s  f u l l  f i n a n c i a l  
cmmitment t o  t h e  c u r r e n t  study phase including any a d d i t i o n s  o r  
extensions which were approved during the  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  statement d e t a i l i n g  a l l  expenses and commitments 
is prepared moathly f o r  each program. A copy of the  statement is 
provided t o  panel members a t  t h e i r  meetings t o  keep  them informed 
of t he  f i n a n c i a l  s t a t u s  of the  panel. 

5.0 GOALS FOR 1981 - 1982 

o t o  c o n t i n u e  working 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  
regulatory agencies; 

o t o  e s t a b l i s h  b e t t e r  communication wi th  b o t h  U.S.  and non-U.S. 
t rade a s soc ia t ions  involved in a c t l v i  t i e s  r e l a t e d  t o  S p e c i a l  
Programs ; . 2- 

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 promoting t h e  
p u b l i c a t i o n  of  CMA-administered r e s e a r c h  i n  p e e r  r e v i e w  
j ournals ; 

*.&, 

o t o  achieve b e t t e r  recogni t ion of CMA'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  Programs 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 meetings wi th  representat ives  of o t h e r  
t rade a s soc ia t ions  involved 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 epidemiologic research. 

? 
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6.0 LONG-RANGE PLAN 

Through much hard work oc t h e  par t  of CMA s t a f f  and p a n e l  members, 
CMA-administered research is developing 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, there  is room f o r  improvement. S p e c i a l  Programs 
needs t o  increase the chemical i ndus t ry ' s  awareness t h a t  S p e c i a l  Programs 
has t h e  expe r t i s e  to: 

o administer research and advocacy programs; and, 

o provide s c i e n t i f i c  senrices which, u n t i l  r e c e n t l y ,  have n o t  been 
avai lable ,  expected, o r  requested. 

To accomplish t h i s ,  Special  Programs has i d e n t i f i e d  s t e p s  which should 
be taken over the next few years. These include: 

o reducing t h e  work load p e r  program admin i s t r a to r  t o  e n a b l e  him/her  
t o  undertake t h e  challenge of new tasks/programs; 

o encouraging s t a f f ,  through educational bene f i t s ,  t o  expand e x i s t i n g  

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  

o h i r ing  add i t iona l  support s t a f f  capable of assuming a p o r t i o n  of a 
program. administrators aon-scieut i f ic  adminis t ra t ive d u t i e s  i n  o rde r  
t o  p e r m i t  t h e  p rogram 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  functions; 

and develop new expe r t i s e  i n  science and business management; 

d i sc ip l ines  not already adequately covered; 

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  Washington s c e n e  a n d  
i n t e r a c t i n g  with regulatory agencies 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  
regulatory agencies, t he  Industry,  and government-f unded r e s e a r c h  
laborator ies ;  

o u t i l i z i n g  t h e  c o n t a c t s  and e x p e r i e n c e  of i n d i v i d u a l  p r o g r a m  
- -%dministrators more e f f e c t i v e l y  within t h e  Special  Programs Division 

o completely reevaluating t h e  method of compensating (=MA f o r  services 

o developing the f l e x i b i l i t y  t o  provfde services panels expect and f o r  

and o the r  Divisions of CMA; 

which they are w i l l i n g  t o  pay; and, 

o publ ic iz ing Special  Programs accomplishments and c a p a b i l i t i e s  i n  : 

- CMA News - ChemECOlOgy - The newly-proposed Special  Programs Newsletter - Peer review journals  (publ icat ion of research results) - News releases on s i g n i f i c a n t  f indings 
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. . ._ . . - 7.0 MAJOR ACCOMPLISHMENTS -- - - - ~ 

7.1 Chlorobenzenes 

Panel t ox ico log i s t s  provided t echn ica l  i npu t  t o  t h e  Chloro- 
benzenes Producers Association (CPA) f o r  t h e i r  submission t o  EPA 
i n  response t o  E P A ' s  proposed TSCA S e c t i o n  4(a) Test Ru le  on 
Cblorobenzenes. This group of panel t ox fco log i s t s  has c o n t i n u e d  
t o  work c lose ly  with t h e  CPA i n  t h e  development of a v o l u n t a r y  
industry t e s t i n g  program t h a t  would be acceptable  by EPA in l i e u  
of formal test  rule. 

Following e a r l i e r  d i a l o g u e s  between CHA/CPA a n d  E P A  a 
"decision-tree" approach t o  t e s t i n g  of commercial chlorobenzenes 
was adopted. The o u t l i n e  f o r  this proposal is now being reviewed 
by EPA. The t e s t i n g  program as now envisioned would be auch more 
conservative in scope than  t h a t  o r i g i n a l l y  o u t l i n e d  by EPA i a  
t h e i r  proposed T e s t  M e .  

7.2 Ethylene Oxide _- - - -  

The EO council  i s  organized i n  such a way that i t  is  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  OSHB 
t o  i s s u e  an emergency temporary standard of 1 ppm w a s  submi t t ed  
on August 13, 1981. Within two weeks t h e  C o u n c i l ,  working on 
advice from i ts  regulatory and scientific committees and o u t s i d e  
counsel, prepared a precise, d e t a i l e d  r e s p o n s e  which t h e y  sub- 
mitted during a meeting with OSHA on September 2 .  This  meet ing 
w a s  a l s o  attended by t h e  American H o s p i t a l  A s s o c i a t i o n  and t h e  
Veterans Administration--both of which were anxious t o  j o i n  w i t h  
the Council t o  present a united indus t ry  posit ion.  On September 
29 OSIiA denied t h e  pe t i t i on .  . 

7.3 Fluorocarbons _ -  
o The Program has made s u b s t a n t i a l  con t r ibu t ions  t o  t h e  s c i e n -  

t i f i c  understanding of what i s  happening i n  t h e  stratosphere.  
-d ~ The calculated ozone dep le t ioa  a t  steady state (approximately 

100 years  from now) has f l u c t u a t e d  between 5% and more t h a n  
20%. Current ca l cu la t ions  i n d i c a t e  6%. 

o The Program has achieved a r epu ta t ion  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  industry-sponsored 
e f fo r t .  

o There has been cooperation with government agencies through- 
out t h e  world and with i n t e r n a t i o n a l  agencies. Research cou- 
ducted by government agencies h a s  been funded or co-funded 
and research with 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 ro-funded with government support. 

o CMA is t h e  only member of t h e  Coordinating Committee on the  
Ozone Layer of t h e  United Na t ions  Environment Program n o t  
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r e p r e s e n t i n g  a n a t i o n a l  government o r  a n  i n t e r n a t i o n a l  
agency. 

o Perhaps t h e  g rea t e s t  cont r ibu t ion  has been t h e  i n f l u e n c e  on 
the  government funded s t r a tosphe r i c  research, pa r t i cu la r ly  i n  
the  U.S. The product ivi ty  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  ove r  t h e  p a s t  f i v e  years .  A t  
least i n  pa r t  t h i s  has been due t o  t h e  methodology fo l lowed 
and advoca ted  by t h e  indus t ry - spoaso red  program and t h e  
oversight and review p rov ided  by t h e  Flu0 roca rbon  Program 
Pane l  . 

7.4 Phthalate  Esters 

o The Phthalate  Esters Program Panel has developed a v o l u n t a r y  
test Program t o  address p o t e n t i a l  h e a l t h  and env i ronmen ta l  
e f f e c t s  of a class of compounds. 

o The panel has worked wi th  the  T e s t  R u l e s  Development Branch 
(TRDB) of t h e  Environmental Protect ion Agency and h a s  ga ined  
their accep tance  of t h e  t e s t  program. TRDB is c u r r e n t l y  
proceeding with agency review of t h e  program and we e x p e c t  
o f f i c i a l  acceptance by mid-November. 

o The Panel is opt imis t ic  t h a t  EPA w i l l  decide that t h e  da ta  do  
not  warrant a 4 ( f j  f ind ing  a t  t h i s  time. 

o The FDA Task Group has developed a voluntary test program f o r  
DEHA which is aimed a t  determining t h e  cause of t h e  b i o a s s a y  
results. This program w i l l  be presented t o  FDA wi th  the hope 
t h a t  the  FDA will accept t h e  program i n  l i e u  of  an i n t e r i m  
regulat ion o r  ban on DEHA. - 

o The FDA Task Group has 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  
within t h e  Bureau of Foods f o r  r e g u l a t o r y  a c t i o n  on DEHA. 
This delay has allowed 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 sues  t o  develop mutually a c c e p t a b l e  r e g u l a t o r y  
ac t ions  t o  assure  publ ic  s a f e t y  and t h e  c o n t i n u e d  use  of an 
unreplaceable substance, DEW, i n  food contact  appl icat ions.  

Polychlorinated Biphenyls 

There has b e e n a  s p i r i t  of mutua l  c o o p e r a t i o n  between CMA 
and EPA s i n c e  t h e  beginning of this program. EPA representa t ives  
worked with CMA i n  developing our surveys and p r e s e n t i n g  a sym- 
posium on these  surveys t o  industry and o t h e r  t r a d e  a s s o c i a t i o n  
representat ives .  

o CMA obtained t h e  cooperation of almost 50% of its membership 
in t h e  5O'.ppm inc identa l  generation survey. 
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o CMA has continued t o  m a i n t a i n  on open d i a l o g u e  w i t h  o t h e r  
trade a s s o c i a t i o n s  invo lved  i n  c o l l e c t i n g  d a t a  f o r  EPA-- 
espec ia l ly  the  National Electrical Manufacturers A s s o c i a t i o n  
and the  Edison Electric I n s t i t u t e ,  

o CMA submitted 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 the problems 
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 .  This 
report w a s  w e l l  a c c e p t e d  by t h e  Agency and  r ece ived  good 
coverage i n  seve ra l  t r ade  publications.  

o In order  t o  insure  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 
its curren 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 
severa l  EPA l abora to r i e s  i n  addi t ion  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  from t h i s  c o o p e r a t i v e  
e f f o r t  will demonstrate 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  
results which must be considered in w r i t i n g  and e n f o r c i n g  a 
regulatory c u t  o f f  l e v e l  for '  PCBs. 

8.0 SUMMARIES 

8.1 Special  Program Advisory C o m m i t t e e  

The Spec ia l  Program Advisory Committee (SPAC) w a s  formed t o  
provide t h e  Program Panels with mul t i -d i sc ip l ina ry  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  and governmental  advocacy . SPAC 
reviews each special program on an annua l .bas i s  and once a year 
reports t o  t h e  CMA Executive Committee on t h e  p r o g r e s s  of  e a c h  
program. 

Controversies which exist e i t h e r  within a p a n e l  o r  between 
s t a f f  and panels which c a a n o t  b e  r e s o l v e d  at s t a f f  l e v e l ,  are 
brought t o  SPAC f o r  review and recommendation. SPAC rev iews  a l l  
new and r e v i s e d  programs 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  
policy. 

8.2 Acryloni t r i le  (AN) 
'F 

The A r c r y l o n i t r i l e  P r o g r a m  is c o n c e r n e d  w i t h  t h e  
epidemiology, toxicology, and environmental aspects of p r o c e s s e s  
involving a c r y l o n i t r i l e ,  i t s copolymers and i t s end p roduc t  8 .  

The prqgram was begun in 1974 t o  develap a d d i t i o n a l  d a t a  on t h e  
toxicology of AN. This w a s  accomplished through animal exposure  
studies by i nha la t ion  and ingest ioa.  

An epidemiology s tudy  was not  conducted because  of lack of 
s p e c i f i c  exposure d a t a  f o r  most of 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  as 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. Several  p a r t i c i p a t i n g  companies coaduc ted  the i r  
own in te rna l  ep idemio logy  s t u d i e s ,  three of which have been 
published i n  d e t a i l .  

8 
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FDA has  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  of  &Y 
polymers, e spec ia l ly  beverage b o t t l e s .  However, t h e  Panel d i d  
not  assume an advocacy pos i t ion  on this i s s u e .  The S o c i e t y  of 
Plastics Industry 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, but CMA was not involved. 

As a r e s u l t  of proposed  r e g u l a t i o n s  by EPA i n  1980, 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  
organization under SOCMA t o  f u l f i l l  t he  necessary advocacy r o l e .  
This 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  on 
Acryloni t r i le .  The CMA panel voted t o  disband upoa completion of 
i t s  current  research. 

8.3 Allyl  Chloride - 

Concern over t he  c a r c i n o g e n i c  haza rd  a t t r i b u t e d  t o  v i n y l  
chlor ide prompted the  formation of t he  AC Program P a n e l  in Jaa- 
uary, 1976. The panel has so f a r  undertaken three research pro- 
j e c t s :  a te ra to logy  s tudy,  a pharmacokinetic and metabolic study 
and a 9 0 d a y  Inha la t ion  p robe  s tudy .  The need f o r  a d d i t i o n a l  
research will be determined after t h e  r e s u l t s  of t h e s e  s t u d i e s  
are evaluated. 

8.4 Arsenic (AS) 

An Arsenic Program P a n e l  was es tab l i shed  i n  t h e  f i r s t  quar-  
t e r  of 1981. The panel 's  ob jec t ives  are to:  1) g a t h e r  informa- 
t ion;  2) conduct aecessary research t o  compliment e x i s t i n g  infor- 
mation; 3) educate regula tors ;  and 4) undertake r egu la to ry  advo- 
cacy. 

The panel ' s  f i r s t  p r i o r i t y  was t o  sponsor  an  a r s e n i c  sym- 
' posium and an in-depth critical l i t e r a t u r e  review on t h e  heal th  

e f f e c t s  assoc ia ted  v i t h  a rsen ic .  The s y m p o s i u ~ ,  s chedu led  for. 
November 4-6 i n  Gaithersburg, Md. i s  being cosponsored with t he  
National Bureau of Standards. Session top ic s  include i n d u s t r i a l  
sources and uses of a rsen ic ,  b iomedica l  and env i ronmen ta l  p e t -  

--y spect ives ,  and epidemiology. 

The l i t e r a t u r e  review i s  underuay and should be completed in 
November 1981. The pane l  may i n i t i a t e  research studies based on 
needs i d e n t i f i e d  i n  t h i s  r ev iew and may u n d e r t a k e  a d v o c a c y  
regarding present  and proposed a r sen ic  standards. 

8.5 Benzene (B) 

The Benzene Program Panel was formed i n  November 1976. The 
Panel assessed t h e  d a t a  used by NIOSE and OSHA i n  proposing work- 
place standards f o r  benzene, developed its own recommendations , 
and gathered add i t iona l  d a t a  t o  subs t an t i a t e  e s t a b l i s h m e n t  of a 
standard. 
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The panel cont inues t o  b e  conce rned  w i t h  expans ion  o f  t h e  
t o x i c o l o g i c a l  and e p i d e m i o l o g i c a l  d a t a  base, development  o f  
i n d u s t r y  g u i d e l i n e s  f o r  workplace  s t a n d a r d s ,  and h e a l t h  and  
safe ty  aspects of EPA's proposed Nat ional  Emisslon Standards  f o r  
Hazardous ALr Po l lu t an t s  (NESHAP). 

I 

The p a n e l  comple t ed  a benzene r e p r o d u c t i o n  s t u d y  v 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 and female 
rats exposed t o  l e v e l s  up t o  3Ox t h e  present  workplace s t a n d a r d .  
CMA and  t h e  American Pe t ro l eum I n s t i t u t e  have  i n i t i a t e d  a n  
extensive 9 0 d a y  i n h a l a t i o a  study of benzene t o x i c i t y  In rats and 
mice which will 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-year c h r o n i c  benzene  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  
approximately 14,000 workers i n  n ine  p l an t s  s h o u l d  be comple t ed  
i n  1982. 

8.6 Butylated Hydroxytoluene (BHT) 

The BBT Panel w a s  formed Fn response t o  a proposed i n t e r i m  
regula t ion  i ssued  by t h e  FDA in 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  recomnend 
research t o  f i l l  any d a t a  gaps which might e x i s t .  

An Agency Proposal Pending w a s  p u b l i s h e d  on  December 31, 
1979, but t h e  f i n a l  rule i s  s t i l l  b o t  out.  The P a n e l  eXOects FDA 
t o  recommend t h a t  only a 90-day subchroaic  s t u d y  b e  unde r t aken .  
The p a n e l  i s  wait ing f o r  U . S .  government  a c t i o n  b e f o r e  t a k i n g  
fu r the r  a c t i o n  on BHT. 

The French government r e c e n t l y  began p h a s i n g  o u t  BHT as a 
d i r e c t  food add i t ive  and is a t  present r e v i e v i n g  t h e  u s e  o f  BHT 
as an i n d i r e c t  addi t ive.  The j o i n t  FAO/WHO E x p e r t  Committee OP 
Food Add i t ives  r e c e n t l y  ex tended  t h e  temporary  Average. D a i l y  
I n t a k e  ( 0 1 )  f o r  BET, pend ing  r e c e i p t  of a d d i t i o n a l  t e s t i n g  
data. 

8.7 Chlorobenzenes (CB) 
;.," 

The Chlorobenzenes Program Panel began i t s  program i n  1974 
with  the  conduct of a mr ldwide  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  
heal th  d a t a  regarding moaochlorobenzene (MCB) , o r t h o - d i c h l o r o -  
benzene (ODCB) and pa ra -d ich lo ro  benzene  (PDCB). S ince  t h a t  
time, t h e  panel  has been concerned  w i t h  expanding  t h e  t o x i c o -  
l og ica l  d a t a  base on these  th ree  compounds and has recent ly  added 
a four th  (1,2,4-trIchlorobenzene) t o  a proposed test program. 

In October 1980, t h e  panel i n i t i a t e d  a series of t e r a t o l o g y  
s tudies  on MCB, ODCB and  PDCB i a  rats and r a b b i t s .  To c l a r i f y  
results obtained i n  t h e  MCB s tudy i n  r a b b i t s ,  a fo l low-up  s t u d y  
was conducted i n  t h i s  spec ies .  A d r a f t  f i n a l  r epor t  on b o t h  MCB 
studies is expected by t h e  end of t h e  year.  The ODCB research was 
completed and in te r im d a t a  a re  b e i n g  assembled;  an imals  go on 
tes t  i n  the  PDCB t e ra to logy  study in November 1981. 
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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 EPA's 
proposed rules f o r  t e s t i n g  of chlorobenzenes under  TSCA S e c t i o n  
4(a). The CPA has held a s e r i e s  of  d i s c u s s i o n s  with EPA in an 
e f f o r t  t o  develop a voluntary industry-sponsored t e s t i n g  p rogran  
in l i e u  of a fonnal test rule. A proposal o u t l i n e  was developed  
and submitted t o  the  Agency. If approved, t h e  CPA has asked  t h e  
panel t o  provide funding and adminis t ra t ion for the  program, 

8.8 Epoxy Resin (ER) 

The Special  Program on Epoxy Res ins  w a s  approved in J u l y ,  
1977. The p a n e l  w a s  formed 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  sponsor  n e c e s s a r y  
r e sea rch .  I n i t i a l l y ,  t h e  pane l  d e c i d e d  t o  c o n c e n t r a t e  on 
Bisphenol-A eplchlorohydrin-derived epoxy res ins .  

10 
The p a n e l  i s  i n i t i a t i n g  an advocacy r o l e  by reques t ing  t h a t  

OSHA remove Bisphenol A d ig lyc idy l  e t h e r  from OSEA'S c a n d i d a t e  
carcinogen l ist .  

8.9 Ethylene Dibromide (EDB) 

Concerned about poss ib le  government r e g u l a t o r y  a c t i o n ,  t h e  
panel was formed i n  1979. On December 1 4 ,  1 9 7 7 ,  EPA i s s u e d  a 
Notice of Rebuttable Presumption Aga ins t  R e g i s t r a t i o n  (WAR) . 
The agency concluded t h a t  presumptions for oncogen ic i  t y , mu t a- 
genic i ty  and reproductive d isorders  had not been rebutted. 

A subchronic  i n h a l a t i o n  s t u d y  conducted by Dow Chemical 
Toxicology Research Laboratory showed t h a t  r e p e a t e d  s u b c h r o n i c  
exposure of  ra ts  t o  10 o r  40 ppm of EDB i n d u c e d  p a t h o l o g i c  
changes i n  the  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 revealed a lack of progress ion  of 
t h e  lesion8 , w i t h  a l m o s t  complete  r e v e r s i o n  toward  n o r m a l  
h is to logic  appearance of t h e  nasa l  turbinate .  

- 

Two add i t iona l  s t u d i e s  were conducted by t h e  National Cancer 
I n s t i t u t e  (NCI) and t h e  N a t i o n a l  I n s t i t u t e  f o r  Occupa t iona l  
S a f e t y  and H e a l t h  (NIOSH). The p a n e l  conducted  t h i r d - p a r t y  
audi t ing of both of t hese  s tudies .  The Independent audi tor  found 
t h a t  both s t u d i e s  were of acceptable  q u a l i t y  and t h e i r  f i n d i n g s  
valid.  Since EDB was shown t o  be carcinogenic  i n  both s t u d i e s ,  
there is 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  an advocacy 
program. The panel t he re fo re  decided t o  disband.  However, t h e  
panel has been reac t iva ted  as a result of t h e  N a t i o n a l  Bro the 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  worker  
exposure standard from 20,000 ppb t o  15 ppb. 
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8.10 Ethylene Dichloride (EDC) ~._ . - 

The Ethylene Dichloride Program Panel w a s  formed i n  Febru- 
ary, 1975 to  evaluate  the adequacy of howledge  r e l a t i n g  t o  EDC. 
The panel 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 
teratogenic  study i n  experimental animals. The Panel decided to  
disband, pending t h e  a c c e p t a n c e  o f  a l l  f i n a l  reports on t h i s  
research. This decis ion was r e v e r s e d  when i t  was l e a r n e d  t h a t  
EPA was considering proposing a TSCA Section 8(a) rule. 

8.11 Ethylene Oxide (EO) 

A study conducted a t  Bushy-Run l a b s  showed Ethylene Oxide t o  
be carcinogenic i n  rats. Industry w a s  i n t e r e s t e d  in g a t h e r i n g  
information on the  safe handling of Ethylene Oxide which l e d  t o  
the formation of t h e  Ethylene Oxide Industry Council on J u l y  30, 
1981. The Council ope ra t e s  through an  E x e c u t i v e  Committee and 
four operating committees: S c i e n t i f i c ,  Regu la to ry ,  F inance  and 
Membership, and Communications. 

The Council is developing information regarding r e s p o n s i b l e  
industry programs to:  1) c o a t r o l  exposure t o  ethylene o x i d e ;  2) 
t o  develop relevant  s c i e n t i f i c ,  technological aad economic d a t a ;  
and, 3) t o  cooperate with o the r  n a t i o n a l  and i n t e r n a t i o n a l  orgaa- 
i za t ions  having similar o b j e c t i v e s .  The C o u n c i l  vi11 p r e s e n t  
t h i s  informatioa and d a t a  t o  any United S t a t e s  f ede ra l ,  s tate or 
municipal 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 a t r o l s  00 

ethylene oxide so as t o  assure  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  po l i c i e s ,  are reasonable, s c i e n t i f i c a l l y  sound,  and economi- 
c a l l y  and s o c i a l l y  e f f ec t ive .  

The Council developed a r e sponse  t o  t h e  p e t i t i o n  f i l e d  by 
the  Public Ci t izen Eea l th  Research Group and t h e  American Fed- 
e ra t ion  of S ta t e ,  County and Munic ipa l  Employees t o  lower  t h e  
exposure standard f o r  e thylene ox ide .  The p e t i t i o n  asked t h a t  
the e igh t  hour TWA be lowered from 5 0  ppm t o  1 ppm and t h a t  a 

.,-' short-term exposure l e v e l  of 5 ppm b e  e s t a b l i s h e d .  Bepreseata- 
t i v e s  of t h e  Council m e t  with OSKA o f f i c i a l s  on September 2 t o  
discuss  industry 's  coacern regarding the  p e t i t i o n .  On September 
29 OSHA denied the pe t i t i on .  

I .e- 

8.12 Fluorocarbons (FC) 

The Fluorocarbon Program w a s  f o r m a l l y  organ'ized i n  t h e  
Spring of 1973 with e s s e n t i a l l y  a l l  of t h e  F r e e  World p r o d u c e r s  
of chlorofluorocarbons (CFCs) supporting the e f f o r t .  The p a n e l ' s  
i n i t i a l  purpose was t o  determine t h e  f a t e  of CFCs in t h e  atmos- 
phere and t h e  e f f e c t s  t h e y  may p roduce  ou p l a n t s  o r  animals. 
There was no,suspicion of t h e i r  e f f e c t  on t h e  s t ra tosphere.  

With the publicat ion of t h e  Ozone Depletion Theory in J u n e ,  
1974 t h e  Program was expanded and a c c e l e r a t e d .  To date,  o v e r  
$10,000,000 has been spent  on t h i s  research. There Ls no indica- 
t ion t h a t  t he  participants intend t o  c u r t a i l  t h i s  e f f o r t  i n  t h e  
immediate future .  
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The pane l  l i m i t s  i ts funding t o  s c i e n t i f i c  research and i t s  
advocacy t o  dissemination of research r e s u l t s  and i n t e r p r e t a t i o n  
of t he  state of t he  science.  Legis la t ive  and regulatory advocacy 
i s  handled by a c o a l i t i o n  of CFC producers and u s e r s ,  t h e  A l l i -  
ance f o r  Respons ib le  CFC P o l i c y .  The A l l i a n c e  depends on t h e  
Fluorocarbon Program P a n e l  f o r  s c i e n t i f i c  data. 

8.13 Glycol Ethers (GE) 

The Glycol Ethers Program was formed ou June 26, 1980 and is 
concerned primarily with t h e  a lky l  and d i a lky l  ethers of e thylene 
g l y c o l  and 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  of p r o p y l e n e  
glycol,  and t h e i r  a c e t i c  a c i d  esters.  The p a n e l  conducted a 
review and evaluation of t h e  published and a v a i l a b l e  unpub l i shed  
literature on heal th  and environmental e f f e c t s .  A s  a result of 
t h e  l i t e r a t u r e  review t h e  p a n e l  h a s  deve loped  a mul t i -phase  
t e s t ing  program. This program i n c l u d e s  t e s t i n g  of:  E t h y l e n e  
Glycol Monomethyl Ether  (EM), Ethy lene  Glycol  Monobutyl E t h e r  
(EZ), and Ethylene Glycol Monoethyl Ether (EE) in 1981 (Phase  I) 
f o r  teratology and poss ib le  reproductive e f f ec t s .  Phase I1 will 
begin  i n  1982 and 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 Monoethyl Ether Acetate (EE Acetate) and Propylene G l y c o l  
Monomethyl Ether (PM). Phase I1 a l s o  includes a subchronic s tudy 
of EE and a research s tudy s t i l l  under  development ,  which w i l l  
a l l ow a compara t ive  a s ses smen t  of g l y c o l  ethers w i t h  t h e i r  
acetates. A Phase 11 t e s t i n g  program on other  g lyco l  e t h e r s  may 
be developed Fa 1982. 

The Glycol Ethers  Program 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  and has begun a liaison program w i t h  
NFCA and CSMA. The panel  is a l s o  considering what ro l e ,  if a n y ,  
they wish t o  play i n  an advocacy program w i t h  EPA and /o r  OSHA. 
Current advocacy 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  wi th  NIOSH, 
ACGIH, and ECETOC. 

Ketones (K)  

- 4  

In 1979 f i v e  k e t o n e s ,  methyl  e t h y l  k e t o n e  (MEK), methy 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  (MO), 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 Section 4(e)  of 
TSCA by t h e  Interagency Test ing Committee. The Ketones P a n e l  set 
f o r  t he  f i r s t  time on January 23, 1980. Their f i r s t  a c t i v i t y  was 
t o  assemble a l l  toxicology l i t e r a t u r e  on e ight  ketones,  including 
the f i v e  on the  ITC List. Both published and unpubl i shed  ( f rom 
the f i l e s  of pa r t i c ipa t ing  companies) s t u d i e s  were reviewed and  
pr inc ipa l  areas of def i c i enc ie s  in toxicology information i d e n t i -  
f ied.  Since the  Industrial .  Health Foundation (IBP) already had a 
program on cyclohexanone, t h e  present  scope of the Ketones P a n e l  
i s  l imi ted  t o  t h e  four  remaining ketones on t h e  ITC Wst. 

A revised EPA schedule r e s u l t e d  from a r u l i n g  i n  f a v o r  o f  
t he  Natural Resources  Defense Counc i l  which had  sued EPA f o r  
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non-compliance under 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  r u l e -  
making within the one year  deadline.  The . su i t  r e s u l t e d  i n  dead- 
l i nes  of 1982 f o r  cyclohexanone and 1983 f o r  t h e  remaining f o u r  
ketones. Further rescheduling r e su l t ed  i n  deadl ines  in mid-1982 
f o r  a l l  f i v e  ke tones .  The p a n e l  is c u r r e n t l y  u n d e r t a k i n g  an 
advocacy program on four  of t he  k e t o n e s  on t h e  ITC List: MEK, 
MIBK, MO and isophorone. The program involves developing use and 

A 9 0 d a y  inha la t ion  study on methyl i s o b u t y l  ke tone  (MIBK) 
is  cu r ren t ly  underway and reproduction and teratology s tud fes  are 
under consideration. The panel Will .  follow c l o s e l y  complimentary 
t e s t i n g  on methyl e thy l  ketone by C I I T ,  and methyl isoamyl ketone 
by Eastman Kodak. The p a n e l  h a s  m e t  oace with EPA on testing 
recommendations f o r  ketones under Section 4(a) and is deve lop ing  
a document f o r  submiss ion  t o  t h e  Agency. The document w i l l  
present summaries of t o x i c i t y  da ta  on t h e  f o u r  ke tones  and use  
and exposure information. An overview of t h e  r e s e a r c h  p r o g r a a  
w i l l  a l s o  be included. 

8.15 Phosgene (P) 

The Phosgene Panel was formed in A p r i l ,  1975. Its purpose  
is t o  maximize s a f e t y  in t he  production and u s e  of phosgene, t o  
reduce the  p o s s i b i l i t y  of e x p o s u r e  i n c i d e n t s ,  and t o  deve lop  
e f f e c t i v e  diagnost ic  procedures and the rapeu t i c  countermeasures . 
The panel is 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  of 
phosgene i n  air ,  means of evaluat ing a c t u a l  exposures t o  phosgene 
as a g u i d e  t o  med ica l  t r e a t m e n t ,  a n d  means  of  p r e v e n t i n g  
incidents  of phosgene release. Toward t h i s  object ive,  t h e  p a n e l  
has funded: 

o two animal s t u d i e s  and published two pape r s  i n  the Areh ives  
of Environmental Eeal th  (These 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  
agents.); 

o a worldwide literature search; and, 

o a t h i r d  animal study d i r e c t e d  toward e x p o s u r e  of c a n d i d a t e  
therapeut ic  agen t s  e x p e c t e d  t o  be e f f e c t i v e  based on t h e  
l i terature search o r  on r e s u l t s  from t h e  f i r s t  two an ima l  
research p ro jec t s  . 
In o rde r  t o  improve engineering and s a f e t y  p r a c t i c e s  d u r i n g  

the manufacturing o r  use of phosgene, t h e  p a n e l  i s  s t r u c t u r i n g  
and conducting four  surveys t o  i d e n t i f y  and update this informa- 
tion. . 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  phosgene. The p a n e l  
does noc c u r r e n t l y  f i n d  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  
study due t o  the absence of a con t ro l l ed ,  phosgene-ouly exposure. 
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To improve worker s a f e t y ,  t h e  panel  i s  working w i t h  i n s t r u -  
ment des igners  and manufacturers t o  develop i n s t m e n t a t i o n  Vi t h  
maximum s e n s i t i v i t y  f o r  both i n d u s t r i a l  (process) and T e r s o n a l  
m o n i t o r i n g ,  deve lop  p r o t e c t i v e  c l o t h i n g ,  and  self c o a t a i n e d  
breathing devices.  The panel i s  a l s o  explor ing improved in-plant  
s a fe ty  p rac t i ces  and developing optimal post-exposure d i a g n o s t i c  
procedures and therapeut ic  countermeasures. 

8.16 Phthalate  Esters (PE) 

The CMA Phthalate  Esters Program Panel ,  which vas formed 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  
env i ronmen ta 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  
surveys 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  or no c o n c e r n  over  t h e  
hea l th  e f f e c t s  of phthalates .  The Interagency Tes t ing  Committee 
recommended only envi ronmenta l  t e s 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  of S e c t i o n  4 of t h e  
Toxic Substances Control A c t  (TSCA), EPA could develop test rules 
f o r  environmental t e s t ing ;  however, t h e  p h t h a l a t e  es te rs  p a n e l  
began development of a comprehens ive  v o l u n t a r y  e n v i r o a m e n t a l  
e f f e c t s  test  program. 

As a r e s u l t  of  a 1980 d r a f t  r e p o r t  from t h e  N C I  t o  t h e  
National Toxicology Program which shows t h a t  d i -2 -e thy lhexy l  
phthalate  (DEW; a l s o  widely known as DOP) causes h e p a t o c e l l u l a r  
carcinoma a t  high 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 received inc reased  a t t e n t i o n  f rom r e g u l a t o r y  a g e n c i e s .  
With the  d i sc losu re  of t h e  new NTP f Lad ings ,  t h e  Program Panel 
expanded its e f f o r t s  t o  inc lude  a comprehensive t e s t i n g  program 
t o  address t h e  human h e a l t h  concerns. The goal was t o  develop a 
comprehensive voluntary test program t h a t  would develop test d a t a  
required under Section 4 of TSCA, but  wi thout  t h e  i m p o s i t i o n  of 
mandatory test 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 hea l th  e f f e c t s  t e s t i n g  program i s  ready  t o  b e  i m p l e -  
mented. The human hea l th  effects  p o r t i o n  h a s  been  des igned  t o  
examine a l imi t ed  number of compounds on a r i s k  assessment basis. 
The s t u d i e s  which comprise this phase  of t h e  program w i l l  geoer -  
ate sound s c i e n t i f i c  d a t a  t h a t  can  be  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  than t o  specific chemicals. Allocat ion 
of cos t s ,  was developed t o  include a l l  t h e  a f f e c t e d  i n d u s t r i e s ,  
ph tha la te  producers, raw materials s u p p l i e r s  and ph tha la t e  users.  

3- 

The environmental 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  14 
phthalate  esters produced i n  l a rge  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  14 phtha la tes  i n  t h r e e  species .  Additional 
acute and chronic  test d a t a  w i l l  be  deve loped  f o r  t h o s e  e s t e r s  
f o r  which 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 P a n e l  has held seve ra l  d i scuss ions  w i t h  Mr. Newburg-Rinn 
of EPA's Test Rules Development .Branch. As a r e su l t  of these 
discussions,  EPA held a pub l i c  meeting on September  1 5 ,  1981 t o  
propose acceptance of t he  Panel ' s  Voluntary Test Program. F i n a l  

15 

CMA 073464 



acceptance awaits receipt of wr i t t en  comments f r o m  t h e  p u b l i c  and 
sane f u r t h e r  review wi th in  t h e  Agency. 

In a response t o  a C i t i zen ' s  P e t i t i o n  f i l e d  under Sect ion 21 
of TSCA, t h e  EPA Off ice  of Pes t i c ides  and Tox ic  Subs tances  con- 
ducted a p r i o r i t y  review assessment of DEW which could result I n  
a 4(f) A c t i o n  be ing  t a k e n  by t h e  Agency. The CMA P h t h a l a t e  
Esters Panel is cu r ren t ly  working w i t h  EPA on thls issue.  

Phthalate  and adipate esters are also 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  FDA, t h e  Bureau of  Foods,  t h e  B u r e a u  o f  
B i o l o g i c s  and t h e  Bureau of Medica l  Devices .  The Bureau o f  
B i o l o g i c s  and t h e  Bureau 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  DEW u s e  in f l e x i b l e  p l a s t i c s  t h a t  come i n  c o a t a c t  
with blood, blood elements o r  intravenous so lu t ions .  

The Bureau of Foods regulates DEHA f o r  use i n  p l a s c i c s  t h a t  
come i n  con tac t  with f o o d s ,  and DEEP f o r  u s e  i n  p l a s t i c s  t h a t  
contact  non-fatty foods. In addi t ion ,  o t h e r  adipates, di-(C7, 
Cg-alkyl) ad ipa te  and di-n-alkyl a d i p a t e  (made from C 6 ,  c8, C l 0  
a lcohols)  are sanc t ioned  f o r  u s e  i n  f o o d s ,  b u t  foods ,  b u t  t h e  
sanc t ions  on these  l a t t e r  compounds were b a s e d  upon s a f e t y  of 
DEHA. 

In June 1981, a new Task Group (FDATG) was formed within t h e  
Phthalate  Ester P a n e l ,  t o  i n t e r a c t  with FDA on i s s u e s  relating t o  
adipates and phthalates .  At t h a t  t i m e  t h e  Bureau  o f  Foods vas 
preparing a s t r a t egy  document f o r  submission t o  t h e  FDA c o d s -  
s ioner  which could have r e su l t ed  i n  a r e s t r i c t i o u  o r  ban o f  DEE4 
i n  food con tac 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 m e t  
with r e p r e s e n t a t i v e s  of t h e  FDA a n d  s u c c e s s f u l l y  de l ayed  t h e  
s t r a t egy  document. The FDATG is 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 DEEA 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 could accept  i n  l i eu  of an i n t e r i m  r e g u l a t i o n  
o r  ban on DEEiA. Since t h e  Phtha la te -Es ters  Panel  w a s  o r i g i n a l l y  
organized and funded t o  address  EPA's concerns, t h e  FDATG act ivi-  
ties w i l l  be funded separa te ly .  ,1 

The p a n e l  faces  t h e  challenge of  present ing  an industry con- 
ceasus 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 iverse  i n t e r e s t s ,  b u t  a l l  have a common goal-to 
minimize t h e  regulatory ac t ion  on these  s u b s t a n c e s  by r e s p o a s i -  
b le ,  voluntary programs supported broadly. 

8.17 Polychlor inated Biphenyls (PCBs) 

The recent  dec is ion  i n  EDF v. EPA, NO. 79-1580, se t  a s i d e  
tw p a r 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  PCBs .  The Coart  
found t h a t  EPA d id  not  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 rom r e g u l a t i o n  mater ia ls  
containing less than 50 p p  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  enclosed uses'' as i n t a c t  and non-leaking. As a 
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result of requests 'by EPA and EDF t h e  Court d e c i d e d  t o  s t a y  i t s  
mandate f o r  up t o  eighteen months. Within t h i s  t i m e  p e r i o d  EPA 
is t o  c o l l e c t  information and promulgate a supportable  r egu la t ion  
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 (CRAC) and i n t e r e s t e d  company r ep resen ta t ives ,  
negotiated wi th  EPA and EDF t o  gather  i n fo rma t ion  on 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  CRAC's budge t  could n o t  
support t h e  data-gathering e f f o r t s ,  t h e  Special  Programs Divisiou 
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  
panel meeting w a s  held i n  February, 1981. 

The PCB Pane l  is conducting two surveys of i t s  member con- 
panies: 1) 50  ppm i n c i d e n t a l  generation survey - t o  c h a r a c t e r i z e  
the na tu re  and scope of t h e  low concentrations of PCBs; 2) total- 
l y  enclosed survey - t o  i d e n t i f y  t h e  n m b e r s  of p i e c e s  of elec- 
t r ical  equipment which contain PCBs, t h e  volume of such PCBs, and 
t h e i r  concentration 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 these  surveys will be presented t o  EPA. In August 1981, t h e  
panel submitted t o  EPA an 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 -  
cussing t h e  problems 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 
analysis.  The panel is cur ren t ly  conducting an a n a l y t i c a l  round- 
r o b i n  t e s t i n g  program which i n v o l v e s  b o t h  i n d u s t r y  a n d  EPA 
laborator ies .  

11 
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8.18 Rubber Additives (RA) 

The Rubber Additives Program Panel w a s  formed in March 1 9 8 0  
t o  sponsor research t h a t  would expand t h e  tox ico log ica l  data  base 
on rubber chemicals of i n t e r e s t  t o  p a r t i c i p a t i n g  companies. 

As an  i n i t i a l  e f f o r t ,  t h e  p a n e l  sponsored  a s e r i e s ' o f  in I: 
v i t r o  tests on p u r i f i e d  and commercial samples  of 2- (morphF  
l i n o t h i o )  benzothiazolesulfenamide (MBS); Further t e s t i n g  of HBS 
is present ly  under consideration, as is t h e  need f o r  t e s t i n g  of 
o the r  rubber addi t ives .  

- 
A I  

- 8 .  

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  WTB 
( In t e rna t iona l  Working Group on Rubber Chemical Toxicology)  a n d  
the Rubber Manufacturers Association. A l l  three groups have been 
concerned wi th  n i t rosamines  in t h e  workplace and the pane l  is 
considering undertaking a t e s t i n g  program on n i t r o s d n e .  

I 

t 
. I  

8.19 Styrene (S)  

The Styrene Program Panel is expanding the styrene t o x i c o l -  
ogy d a t a  base. The panel also r e p r e s e n t s  t h e  i n t e r e s t s  of i t s  
members before f ede ra l  agencies in matters r e l a t i n g  to sa fe ty  and 
hea l th  issues .  

A two-year chronic and three-generation r e p r o d u c t i o n  s t u d y  
of styrene i n  drinking water was completed and r e l e a s e d  t o  f ed -  
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eral agencies. The panel a l s o  reviewed a d r a f t  f i n a l  r e p o r t  on a 
styrene pharmacokinetic study i n  mice. 
cated species d i f f e rences  with respect t o  a c u t e  s ty rene  t o x i c i t y  
i n  rats and mice. The pane 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 
research program. 

The l a t t e r  study ind i -  

The panel incorporated a Regu la to ry  Task  Group t o  a d d r e s s  
EPA's proposed regulat ions (NESHAP) f o r  benzene  e m i s s i o n s  f tom 
ethyl  benzenelstyrene p l an t s  comments were s u b m i t t e d  t o  EPA ou 
June 1, 1981. 

--I 8.20 T i t a n i u m  Dioxide (TD) 

In 1977, Du Pout l n i t i a t e d  a review o f  t h e  l i t e r a t u r e  on 
t i tanium dioxide t o x i c i t y  and concluded that f u r t h e r  i n f o r m a t i o n  
was needed t o  answer possible  questions which might  be d i r e c t e d  
a t  t i tanium dioxide. The impact of t he  Toxic 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  as t o  t h e  a d e q u a c y  o f  e x i s t i n g  
information. 

The p a n e l  h a s  t e n t a t i v e l y  concluded t h a t  a h i s t o r i c a l  
mortal i ty  study i s  not  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  program a c t i v i t i e s  i f  uo new e v l d e n c e  of human 
hea l th  effects i s  reported as a result of t h e  two year inha la t ion  
s tud ie s  being conducted by Du Pont. 

8.21 Trichloroethylene (TCE) 

The Trichloroethylene Program Pane l  was formed on May 12, 
1975 i n  r e sponse  t o  a n  NCI Memorandum.of Alert. The p a n e l ' s  
primary concern was a long-term inha la t ion  study. A c o n t r a c t  was 
signed i n  1975 with I n d u s t r i a l  BIO-TEST L a b o r a t o r i e s  ( I B T )  t o  
conduct such a study. The t e s t i n g  performed by IBT resulted i n  a 
number of grave inadequacies 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 .  
Therefore, t h e  CMA TCE A u d i t  Task Group prepared an aud i t  report .  
EPA's Cancer Assessment Group h a s  asked 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  of 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  12 t o  1 5  
m o n t h s  of t h e  IBT study. 

.I* 

The panel is monitoring t h e  progress of t h e  NCI b i o a s s a y  on 
TCE which involves s e v e r a l  s t r a i n s  of mice and rats. 

Although the  panel contemplated an  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  for an e p i d e m i o l o g i c  
inves t iga t ion  would be too s m a l l  t o  y i e ld  s t a t i s t i c a l l y  s i g n l f -  
i can t  results. Therefore, such a study was no t  conducted. 

8.22 Vinyl Chloride (VC) 

S i n c e  1972, t h e  Program Panel  has  suppor t ed  a c t i v i t i e s  
r e l a t ed  t o  the accumulation and assessment of h e a l t h  and s a f e t y  
data  of vinyl  chlor ide mono.net. 
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After fund ing  s e v e r a l  animal  s t u d i e s ,  t h e  e m p h a s i s  o n  
research s h i f t e d  from tox ico logica 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  and c l i n i c a l  management o f  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 pane l  i s  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  
chlor ide epidemiology s tudy of 10,000 workers. 

The p a n e l  h a s  ma in ta ined  a c l o s e  l i a i s o n  w i t h  S P I  a n d  
s e v e r a l  European-based companies. The p r e s e n t  i n t e r e s t  i n  
polyvinyl ch lor ide  (PVC) dus t  cont ro l  limits i n  t h e  UR is being 
c lose ly  followed. Several  months ago OSHA requested i n f o r m a t i o n  
on PVC d u s t ;  however, no n o t i c e  h a s  been p u b l i s h e d  o r  o t h e r  
act ion taken. 

8.23 Vinylidene Chloride (VDC) - - _ _  - .. 

The Vinylidene Chloride Program Panel w a s  formed i n  May 15, 
1974 t o  inves t iga t e  the  po ten t f a l  toxicologic  e f f e c t s  and pharma- 
cokinet ics  of inhaled and i n g e s t e d  VDC i n  l a b o r a t o r y  an imals .  
Dow Chemical, which was p lann ing  r e s e a r c h  on VDC t o x i c o l o g y ,  
agreed t o  convert  i t s  program i n t o  an industry-wide e f f o r t .  The 
Two-Year Inha la t ion  Toxici ty  and Oncogenicity Study of Vinylidene 
Chloride i n  Rats is s t i l  i n  progress. 

The Work Practices Task Group of t he  p a n e l  prepared a Health 
and Safety Work Practices Guidel ine f o r  V iny l idene  Ch lo r ide  t o  
mfnimlze exposure  t o  vDC. I n  e Ciuldellnes were s e n c  c o  the 
Director of NIOSK and t h e  Project  Manager. for Criteria Documents 
a t  SRI. They received no o ther  d i s t r ibu t ion .  

* 
The p a n e l  is preparing t o  respond t o  a E e a l t h  Risk Assesa- 

ment Criteria document on VDC under prepara t ion  by t h e  EPA C r i -  
teria and Health Assessment Group. OSHA does not  have a s tandard 
f o r  VDC and  EPA i s  u n l i k e l y  t o  r e q u i r e  any 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 Section 4. 

The pharmacokinetics and metabolism research show a species 
s e n s i t i v i t y  of Mouse>Rat>Man. The t o t a l  d a t a  bank i n d i c a t e s  
oncogenicity is not observed without recur ren t  t i s s u e  damage and  
without a cy to toxic  dose; a tumorigenic response i n  man would b e  
an improbable event. 

zr+ 

8.24 Zinc Dialkyl Dithiophosphates (ZDDP) 

The ZDDP Program Pane l  w a s  c h a r t e r e d  i n  November 1980 t o  
conduct r e s e a r c h  on t h i s  c lass  of o i l  a d d i t i v e s .  As a f i r s t  
s t e p ,  gonada l  t o x i c i t y  s t u d i e s  of t h r e e  ZDDP compounds were 
i n i t i a t e d  i n  immature and mature rats and rabbi ts .  

Obvious spec ies  d i f fe rences  were observed  between r a b b i t s  
and rats with respect t o  ZDDP tox ic i ty .  Consequently, t h e  p a n e l  
proposes t o  conduct a comparative in vivo pharmacokine t ic  s t u d y  
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i n  t h e  r a t ,  r a b b i t ,  and man. A dose-response study i s  also 
proposed t o  determine a no-effect l eve l  in  rats  and rabbits.  

In v i tro  t e s t ing  of ZDDPs by individual companies has  shown 
that some members of t h e  c l a s s  have genotox ic  p o t e n t i a l .  The 
Program Panel i s  considering conducting mutagenic i ty lcarc ino-  
genicity assays t o  further assess  this potential.  
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