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Foreword 

Th i s  document provides  a n  examinat ion of v a r i o u s  a s p e c t s  of t h e  
OSHA Carcinogen Po l i cy .  To s a t i s f y  t h e  dimensions of t h e  P o l i c y ' s  
broad,  g e n e r a l  n a t u r e ,  a  two-fold approach h a s  been taken.  Throughout, 
t h e  focus  i s  on t h e  p o s s i b l e  e f f e c t s  of  t h e  P o l i c y ' s  implementat ion,  
b u t  t h i s  is  f i r s t  approached a s  i t  g e n e r a l l y  w i l l  e f f e c t  r e s e a r c h  and 
compliance a c t i v i t i e s  a c r o s s  broad i n d u s t r y  s e c t o r s ,  w h i l e  s p e c i f i c  
impacts on DOE a r e  addressed  s e p a r a t e l y .  To overview and i n t e g r a t e  
t h e s e  approaches,  and t o  provide  a quick  r e f e r e n c e  f o r  f u r t h e r  i n f o r -  
mation, an  o u t l i n e  of in format ion  i s  p re sen ted  i n  Chapter 111. 

General  o r  industry-wide a p p l i c a t i o n s  a r e  addressed  both  i n  t h e  
Summary and "Overview" of t h e  P o l i c y  (Chapters  I & 11) and i n  t h e  
d i s c u s s i o n  of  t h e  Model Standard (Chapter  V). Also inc luded  i s  a 
copy of  t h e  P o l i c y  i t s e l f  i n  t h e  General  I n d u s t r y  S tandards  & I n t e r -  
p r e t a t i o n s  Change 10. 

Sec t ions  s p e c i f i c a l l y  addressed  . t o  t h e  major  concerns of  DOE and 
. i ts  c o n t r a c t o r s  are Chapter  I V  - a d i s c u s s i o n  of i m p l i c a t i o n s  f o r ' a c t i o n  
r ega rd ing  t h e  s y n t h e t i c  f u e l s  program Chapter  V I  - a comparison of  
t h e  OSHA Model Regula t ions  and t h e  FE OSH Manual S tandards  f o r  Carcino- 
gens,  and f i n a l l y  Chapter V I I  - a l i s t  .of known carc inogens  i n  c o a l  
gasification/liquefaction. 

Together ,  t h e s e  elements  i l l u s t r a t e  t h e  broad scope 'o f  t h e  p o l i c y ' s  
' impact,  .which .economic and o t h e r  constraining'consequences begin  t o  
become v i s i b l e .  Measures t o  minimize t h e s e  consequences a r e  a  common 
under ly ing  theme t o  each o f - t h e  s e c t i o n s .  

The P o l i c y ' s  own approach i s  a l s o  of  a  d u a l  n a t u r e .  I n  i n c r e a s i n g  
i t s  f l e x i b i l i t y ,  OSHA placed more of t h e  r e s p o n s i b i l i t y  upon t h o s e  who 
would be  r egu la t ed .  Seve ra l  i t ems  of  c e n t r a l  concern w i l l  now be  de- 
c ided  du r ing  t h e  i n d i v i d u a l  rulemaking p roces s .  Understanding t h i s  pro- 
c e s s  i s  t h e  f i r s t  and c r u c i a l  r e s p o n s i b i l i t y  of  t hose  who f a l l  i n  t h i s  
ca t egory  s i n c e  any a c t i o n  taken  t o  d e a l  w i t h  i t s  e f f e c t s  should be  
beginning  now. This  is  t h e  major i m p l i c a t i o n  t o  DOE and i t s  i n d u s t r y  
c o s t  s h a r e  p a r t n e r s  of  t h e  new s t a t u t o r y  requirements .  



IMPACT AND COMPLIANCE 

OSHA GENERIC CARCINOGEN POLICY 

SUMMARY 

Forecas t ing  t h e  t o t a l  impact of  OSHA's new Cancer Po l i cy  i s  d i f -  
f i c u l t  due t o  i ts  g e n e r a l  and sometimes undefined n a t u r e .  Terms such a s  
"lowest f e a s i b l e  l e v e l "  and " s u i t a b l e  s u b s t i t u t e "  w i l l  remain u n c l e a r  
u n t i l  i n d i v i d u a l  rulemaking p roces ses  demonstrate  how OSHA w i l l  a c t u a l l y  
implement t h e  po l i cy .  One major f a c t o r  t h a t  w i l l  i n f l u e n c e  implementa- 
t i o n  is  t h e  impending Supreme Court d e c i s i o n  r ega rd ing  t h e  benzene case .  
A lower c o u r t  h a s  a l r e a d y  r u l e d  t h a t  OSHA must show a c o s t l b e n e f i t  
r e l a t i o n s h i p  f o r  r u l e s  i t  imposes. I f  t h e  Supreme Cour t ' s  r u l i n g  a l s o  
comes down s t r o n g l y  and c l e a r l y  i n  f a v o r  o f  i n d u s t r y ,  i t  may be  neces- 
s a r y  f o r  OSHA t o  r e v i s e  p a r t s  of i t s  po l i cy .  A r u l i n g  i s  expected 
be fo re  t h e  J u l y  r e c e s s .  

Also somewhat u n c l e a r  is t h e  agency ' s  procedure  f o r  s e l e c t i n g  
chemicals  and s e t t i n g  p r i o r i t i e s  f o r  r e g u l a t i o n .  What i s  known is t h a t  
a Candidate  L i s t  of approximately 500 chemicals  w i l l  be  r e l e a s e d  by t h e  
agency by J u l y  1. Approximately h a l f  of t h e s e  chemicals  w i l l  b e  Category 
I P o t e n t i a l  Carcinogens. These w i l l  be  chemicals  t h a t  show evidence of  
i n c r e a s i n g  tumor inc idence  i n  a t  l e a s t  one mammalian s tudy  o r  one human 
s tudy  w i t h  o r  wi thout  concordant evidence.  To b e  l i s t e d  a s  Category 11, 
chemicals  r e q u i r e  o n l y  "suggest ive" evidence of  ca rc inogen ic  a c t i v i t y .  
Following t h e  p u b l i c a t i o n  of  t h e  Candidate  L i s t ,  a P r i o r i t y  L i s t  w i l l  be  
drawn from each of  t h e  Categor ies  I and 11. The P r i o r i t y  L i s t s  w i l l  be  
rough i n d i c a t i o n s  of OSHA's p r i o r i t i e s ,  b u t  a r e  - n o t  b inding .  A s  a 
r e s u l t  o f  t h e  p o l i c y ,  i s s u e s  t h a t  may be  debated du r ing  rulemaking a r e  
s e v e r e l y  cons t r a ined .  L i s t i n g  of a subs tance  a s  Category I could ,  i n  
i t s e l f ,  c o n s t i t u t e  a form o f  r e g u l a t i o n  i f  0 HA c o n s i d e r s  u s ing  t h e  S 
General  Duty Clause a g a i n s t  t h e s e  subs t ances  . A d d i t i o n a l l y ,  t h e  only  
c r i t e r i a  f o r  i s suance  of  an  Emergency Temporary Standard (ETS) i s  t h a t  
t h e  subs t ance  pose a "grave danger", a d e f i n i t i o n  t h a t  i s  a u t o m a t i c a l l y  
a p p l i e d  t o  a l l  Category I subs t ances .  

The Permanent Model S tandards  a r e  s t r u c t u r e d  on t h r e e  b a s i c  elements  
t h a t  cannot  be  changed wi thout  amending t h e  r u l e .  They a r e :  

2 
1. t h e  PEL w i l l  b e  set a t  t h e  lowes t  f e a s i b l e  l e v e l  f o r  a l l  

Category I subs t ances ;  

2 .  t h e  PEL must be  achieved p r i m a r i l y  th.rough eng inee r ing  and 
work p r a c t i c e  c o n t r o l s ;  

3 .  medical  examinat ions and pe r sona l  p r o t e c t i v e  equipment must 
be provided a t  no c o s t  t o  t h e  employee. 

1 
2 F o r  m o r e  in format ion ,  s e e  Chapter 11, page 4 .  

P e r m i s s i b l e  Exposure Limit--see:Chapter  V,  page 2. 



The Model S tandard  c o n t a i n s  17 major occupa t iona l  h e a l t h  concerns,  and 
even though t h e  Standard i s  " f l ex ib l e" ,  OSHA may n o t  d e v i a t e  from t h e  
p a t t e r n  of  t h e s e  17 p o i n t s  u n l e s s  i t  can show good cause. Among t h e  
i tems  having t h e  most impact on employers w i l l  b e  t h e  e x t e n s i v e  r equ i r e -  
ments f o r  medica l  s u r v e i l l a n c e  and r eco rd  keeping. 

Regarding t e s t  d a t a ,  OSHA's c r i t e r i a  f o r  acceptance  of  epidemiolo- 
g i c a l  ev idence  a r e  extrememly s t r i n g e n t .  Fewer than  t e n  s t u d i e s  t h a t  
meet t h e  c r i t e r i a  are known t o  have been performed. Regarding use  of 
animal  b ioas say  d a t a ,  OSHA has  r e j e c t e d  t h e  concept  t h a t  p o s i t i v e  r e s u l t s  
must be  ob ta ined  i n  two s p e c i e s .  The .agency a l s o  d i smis ses  arguments 
r ega rd ing  f a l s e  p o s i t i v e s .  Tes t ing  a t  h i g h  doses  i s  recognized a s  a  . 

method'which i s  needed; however, u s e  of  such d a t a  t o  determine PEL'S 
may be  debated du r ing  rulemaking. The rulemaking schedule  is  as fo l lows:  

(1) OSHA i n i t i a t i o n  of  a  s tudy  of  a  subs t ance ;  

(2)  p u b l i c a t i o n  of  an  Advance Not ice  o f  P u b l i c  Rulemaking (ANPR) 
w i t h i n  30 days ;  

(3)  s u b m i t t a l  o f  ev idence  w i t h i n  60-90 days fo l lowing  ANPR 
p u b l i c a t i o n ;  

(4)  p u b l i c  h e a r i n g  w i t h i n  100 days of the.ANPR. 

OSHA h a s  e s t a b l i s h e d  a  s c i e n t i f i c  .review pane l  i n  an a t t empt  t o  
answer c la ims  of i n f l e x i b i l i t y .  Panel  niembers however, a r e  t o  be exclu-  
s i v e l y  government employees, bu t  OSHA a d d i t i o n a l l y  answers c la ims  of 
i n f l e x i b i l i t y  by p o i n t i n g  t o ' t h e  fo l lowing  safeguards :  

(1)  N C I ,  NIEH and NIOSH review t h e  p o l i c y  t r i a n n u a l l y ;  

( 2 ) .  p e t i t i o n s  . f o r  review can be . f i l e d  on a  " s u b s t a n t i a l  b a s i s " ;  

( 3 ) .  t h e  S e c r e t a r y  of DOL can o r d e r  a  review; 

(4)  " s u b s t a n t i a l  new evidence l ' . can  a r i s e  i n  t h e  course  of  ru l e -  
making. 

Much o f . t h e  f ina1 , i rnpac t  of t h e  OSHA Carcinogen Po l i cy  depends on 
t h e  i n d i v i d u a l  rulemaking procedures ,  s i n c e  t h i s  is  where t h e  l e v e l  
of c o n t r o l  w i l l  a c t u a l l y  be  decided.  C e r t a i n l y ,  t h e  p o l i c y  a l lows  f o r  
a  more f l e x i b l e  a p p l i c a t i o n  than  d i d  OSHA's o r i g i n a l l y  proposed p o l i c y .  
An oppor tun i ty  and a  r e s p o n s i b i l i t y  t h u s  e x i s t s  f o r  bo th  DOE and in-  
d u s t r y  p a r t i c i p a t i o n  i n  t h e  rulemaking procedure t h a t  w i l l  u l t i m a t e l y  
a f f e c t  them. 



THE OSHA CARCINOGEN POLICY 

OVERVIEW 

I n  January  of  t h i s  y e a r ,  OSHA announced i t s  f i n a l  g e n e r i c  p o l i c y  
f o r  d e a l i n g  w i t h  carc inogens  i n  t h e  workplace. The p u b l i c  hea r ing  
r eco rd  f o r  t h i s . p o l i c y  is  t h e  most e x t e n s i v e  i n  l e g i s l a t i v e  h i s t o r y ,  
t o t a l i n g  over .250 ,000 pages.  A s  a r e s u l t  o f . t h e s e  h e a r i n g s ,  some s i g -  
n i f i c a n t  changes were made from t h e  o r i g i n a l  1977 proposa l .  The pr imary 
o b j e c t i v e  of  t h e s e  changes was t o  i n c r e a s e  f l e x i b i l i t y  i n  t h e  po l i cy .  
This  i s s u e  i s  still  t h e  major i s s u e  under c r i t i c i s m .  The p o l i c y  is 
l i k e l y  t o  remain c o n t r o v e r s i a l  f o r  some t i m e ,  p robably  wi th  s i g n i f i c a n t  
a t t e m p t s  a t ' m o d i f i c a t i o n .  Because of t h i s ,  and because of t h e  g e n e r a l  
and sometimes undefined n a t u r e  of  t h e  p o l i c y  i t s e l f ,  p r e d i c t i n g  t h e  
p o l i c y ' s  impact i s  d i f f i c u l t .  One f a c t o r  involved  i s  t h e  undefined 
n a t u r e  o f  OSHA's u s e  of  terms such a s  "lowest f e a s i b l e  l e v e l "  and " su i t -  
a b l e  s u b s t i t u t e " .  It i s  n o t  known, f o r  example, how g r e a t  a c o s t  in- 
c r e a s e  a s u b s t i t u t e  could  i n c u r  and s t i l l  be  cons idered  " su i t ab l e" .  
F u r t h e r ,  OSHA advised  an  AFMA a s s o c i a t e  t h a t  t h e  w r i t t e n  compliance 
program c a l l e d  f o r  i n  t h e  model s t anda rd ,  w i l l  n o t  b e  neces sa ry  un le s s  
exposures  exceed t h e  Pe rmis s ib l e  Exposure Limi t  (PEL). 

Another f a c t o r  i n f l u e n c i n g  how t h e  p o l i c y  w i l l  a c t u a l l y  be  imple- 
mented is t h e  Supreme Court d e c i s i o n  on t h e  benzene case .  This  c a s e ,  a s  
a b a s i c  i s s u e ,  cha l l enges  OSHA's a u t h o r i t y  t o  impose r u l e s  wi thout  
performing a c o s t / b e n e f i t  a n a l y s i s .  A lower c o u r t  h a s  a l r e a d y  r u l e d  
a g a i n s t  OSHA on t h i s  c a s e ,  and t h e r e  a r e  i n d i c a t i o n s  t h a t  i f  t h e  Supreme 
Court d e c i s i o n  comes down s t r o n g l y  and c l e a r l y  i n  f a v o r  of t h e  i n d u s t r y  
p l a i n t i f f s ,  OSHA may have t o  r e v i s e  p a r t s  of  i t s  p o l i c y .  A r u l i n g  i n  
t h i s  c a s e  is  expec te  b e f o r e  t h e  c o u r t  r e c e s s e s  i n  J u l y .  

' C u r r e n t  l i t i g a t i o n  a g a i n s t  t h e  p o l i c y  (by t h e  American I n d u s t r i a l  
Heal th  Counci l ,  t h e  American Petroleum I n s t i t u t e ,  and t h e  AFL-CIO) i s  
l i k e l y  t o  remain i n  limbo f o r  some time. The p o l i c y  h a s  been i n  e f f e c t ,  
however , . s ince  A p r i l  22nd, pending t h e  outcome of  t h e s e  cases .  

How t h e  agency w i l l  now proceed w i t h  t h e  a c t u a l  s e l e c t i n g  of  chemi- 
c a l s  and s e t t i n g  of  p r i o r i t i e s  f o r  r e g u l a t i o n  is  ano the r  a s p e c t  of  t h e  
p o l i c y  t h a t  i s  s t i l l  u n c l e a r .  The d e c i s i o n  of  which subs t ances  t o  
p r i o r i t i z e  f o r  r e g u l a t i o n  h a s  been l e f t  t o  a d m i n i s t r a t i v e  d i s c r e t i o n .  
What i s  known is t h a t  t h e r e  w i l l  be  a Candidate  L i s t  of about  500 chemi- 
c a l s .  The l i s t  w i l l  c o n t a i n  about  270 of  t h e  300 chemicals  o r i g i n a l l y  
proposed l a s t  summer, p l u s  about  27U new a d d i t i o n s .  Of t h e s e  500 chemi- 
c a l s ,  about  250 w i l l  b e  Category I p o t e n t i a l  carc inogens .  These a r e  
chemicals  for whicll human evidence i n  one o r  more mammalian s p e c i e s  
(wi th  o r  wi thout  concordant  ev idence 'o f  inceased  tumors i n  humans o r  one 
o r  more mammalian s p e c i e s .  Category I1 subs t ances  a r e  n o t  cons idered  
l e s s  hazardous;  t h e r e  i s  merely less evidence t o  i n d i c t  t h e s e  subs t ances .  
The Candidate  L i s t  w i l l  b e  publ i shed  i n  t h e  F e d e r a l  R e g i s t e r  a t  l e a s t  
once each yea r .  The f i r s t  l ist  may be  a v a i l a b l e  from OSHA b e f o r e  t h e  
end of June a l though t h e  psoiuised p u b l i c a t i o n  d a t e  is  J u l y  1. 



From the Candidate List will be drawn a Priority List for each of 
Category I and Category I1 potential carcinogens. The Priority Lists 
will be rough indications of OSHA's regulatory priorities but are not 
binding. It would be possible, for example, for OSHA to regulate a 
chemical on neither the Priority nor the Candidate Lists. 

Elements considered by OSHA for determining priorities will include: 

- estimated number of workers exposed; 

- estimated level of worker exposure; 

- levels at which the chemical increases tumors in man or animals; 

- chemical structure similarity to known carcinagens; 

- availability of "suitable substitutes"; 

- actions contemplated on this chemical by other agencies. 

Provisions for public review or challenge of the Candidate and Pri- 
ority Lists other than the scheduled tri-annual review are limited. The 
Secretary of DOL can order a review, or petitions can be filed with the 
Secretary if "substantial bases" can be shown. Candidate Lists will be 
based on a "brief scientific review". This has several implications. 

1) Issues that may be debated are severely constrained. OSHA 
will entertain no discussion or submission of information 
on "issues" resolved in the preamble to the policy, unless 
there is "substantial new evidence" (1990.145). 

2) Rehearing of the validity of the classification system, pro- 
cedural' structure and policy declaration will not be.allowed 
unless: 

-, 
' available..data "is inappropriate to .the particular sub- 
stance; 

- evidence is submitted as to substantial new evidence; 

- there is debate over whether a substance was correctly 
categorized as I or 11; 

. . - there Are questions .regarding environmental impact, tech- 
nology, or economics; 

- issues arise regarding setting of PEL'S for Category I1 
substances ; 

.- appropriateness of any deviation from the.mode1 standard 
.is questioned. 



F u r t h e r ,  l i s t i n g  of  a subs tance  a s  Category I could i n  i t s e l f  
c o n s t i t u t e  f form of  r e g u l a t i o n  i f  OSHA c o n s i d e r s  u s ing  t h e  General  
Duty Clause a g a i n s t  t h e s e  subs tances .  Indeed,  OSHA h a s  a l r e a d y  pro- 
posed such a move a g a i n s t  t h r e e  benzidine-based dyes.  

It i s  a l s o  impor tan t  t o  n o t e  t h a t ,  i n  o r d e r  f o r  a subs tance  t o  be 
l i s t e d  a s  Category I, OSHA d e f i n e s  i t  a s  pos ing  a "grave danger". This  
d e f i n i t i o n  is  a l s o  t h e  on ly  q u a l i f i c a t i o n  neces sa ry  f o r  i s suance  of  an 
Emergency Temporary Standard (ETS). When evoked, a n  ETS w i l l  be  s i m i l a r  
t o  t h e  permanent model s t a n d a r d s  except  t h a t  any-combina t ion  of  engi-  
nee r ing  c o n t r o l s  and work p r a c t i c e s  p l u s  pe r sona l  p r o t e c t i v e  equipment 
could b e  used t o  r each  t h e  PEL. 

Under t h e  permanent model s t a n d a r d s ,  t h e  PEL - must be  achieved p r i -  
m a r i l y  through eng inee r ing  and work p r a c t i c e  c o n t r o l s .  This  is a b a s i c  
element t o  t h e  p o l i c y  and cannot be  changed wi thout  amending t h e  r u l e .  
This  means t h a t  even when eng inee r ing  c o n t r o l s  a r e  i n s u f f i c i e n t  t o  b r i n g  
a workplace i n t o  compliance, and can  b e  expected t o  change a s  new tech- 
nology develops ,  c u r r e n t l y  a v a i l a b l e  c o n t r o l s  must be  app l i ed .  This  
i s  l i k e l y  t o  e n t a i l  investment  of  a g r e a t  d e a l  o f  money f o r  t h e  i n s t a l l -  
ment of  "temporary" c o n t r o l s ,  b u t  OSHA's r eco rd  h a s  n o t  shown them t o  
be sympathe t ic  t o  economic arguments. Apparent ly OSHA i s  hoping t o  
f o r c e  t h e  development of new technology. 

The model s t a n d a r d s  .may be used f o r  an  i n d i v i d u a l  subs tance  o r  f o r  
a group of  subs t ances .  The s t anda rd  f o r  coke oven emiss ions  has  set a 
precedent  . fo r ' i ndus t ry - spec .5 f i c  s t a n d a r d s  even though t h e  s t anda rd  is. 
q u i t e  s p e c i f i c  i n  d e f i n i n g  "coke oven emissions" a s  a subs tance .  

For a l l  Category I subs t ances ,  t h e  PEL w i l l  be  s e t  a t  t h e  "lowest 
f e a s i b l e  l eve l " .  With PEL'S based on f e a s i b i l i t y ,  n o t  t o x i c i t y ,  a l l  
Category I subs t ances  w i l l  be  r e g u l a t e d  as though they  pose t h e  same 
hazard .  OSHA p o l i c y  r e q u i r e s  t h e  d i s r e g a r d i n g  of  potency and dose- 
response  r e l a t i o n s h i p s ;  t h i s  d e s p i t e  much ev idence  i n  t h e  h e a r i n g  
r eco rd  d e a l i n g  wi th  t h i s  i s s u e .  This  a s p e c t  o f  t h e  p o l i c y  w i l l  have 
a c h i l l i n g  e f f e c t  on e f f o r t s  (by bo th  t h e  academic and i n d u s t r i a l  com- 
munity) t o  provide  c o s t  e f f e c t i v e  s o l u t i o n s  by developing methods of  
r i s k  e s t i m a t i o n  ( through s t u d i e s  such as dose-response, metabolism, 
DNA r e p a i r  and o t h e r s ) .  The a p p r o p r i a t e  exposure l e v e l  f o r  Category 
I1 subs t ances  w i l l  b e  a rulemaking i s s u e .  The on ly  except ion  t o  t h i s  
g e n e r a l  r u l e  i s  t h a t ,  where OSHA deems a p p r o p r i a t e ,  " ac t ion  l e v e l s "  
and exc lus ions  based on sma l l  percentage  components ("percentage ex- 
c lus ions")  may be inc luded .  Thus, i n  f a c i l i t i e s  where t h e  exposure 
l e v e l  i s  ve ry  low and i s  e n t i r e l y  due t o  a ve ry  low percentage  of  t h e  

'This c l a u s e  r e f e r s  t o  Sec t ion  5 of t h e  OSH Act r e q u i r i n g  each 
employer t o  f u r n i s h  employment " f r e e  from recognized hazards".  
The requirement  i s  t h u s  broad enough t o  be  used a g a i n s t  any 
subs t ance  which has  n o t  a l r e a d y  been r e g u l a t e d .  



chemical  i n  a  mixture ,  requi rements  f o r  . p e r i o d i c  medica l  moni tor ing  
s u r v e i l l a n c e ,  t r a i n i n g  and l a b e l i n g  may b e  l i m i t e d ?  Th i s  may w e l l  be . 

t h e  c a s e  i n  some f o s s i l  f u e l  p roces s ing  f a c i l i t i e s  . 
Another a s p e c t  o f  OSHA'S p o l i c y  which i s  l i k e l y  t o  l i m i t  develop- 

ment o f  new d a t a  i s  t h e  c r i t e r i a  f o r  acceptance  of  ep idemio log ica l  
evidence.  The p o l i c y  sets such s t r i n g e n t  requi rements  f o r  acceptance  
of human d a t a  t h a t  i n  most c a s e s ,  s tudy  r e s u l t s  could  b e  used only  t o  
i n d i c t  a. subs tance ,  never  t o - d e f e n d  it. OSHA r e q u i r e s  t h a t  epidemio- 
l o g i c  s t u d i e s  be conducted ove r  a t  . l e a s t  a  twenty y e a r  p e r i o d ,  w i t h  a  
t h i r t y  y e a r  follow-up. The s t u d y  cohor t  must b e  l a r g e  enough t o  d e t e c t  
a f s f t y  pe rcen t  i n c r e a s e  i n . a l l  tumor s i t e s  where tumors a r e  l i k e l y  t o  
a c t  i n  humans. Fewer than  t e n  such  s t u d i e s  a r e  known t o  have been 
performed, and . . t he  c o s t ,  obviousl-y, i s  p r o h i b i t i v e .  

OSHA a l s o  d i smis ses  arguments r ega rd ing  promoters  and metabol ic  
o r  pharmocological  e f f e c t s  a s  producers  of  f a l s e  p o s i t i v e s .  The agency 
recognizes  t e s t i n g  a t  h i g h ' d o s e s  as a  method which is  needed; however 
i n  t h e  a c t u a l  rulemaking, u s e  of  such d a t a  t o  de te rmine  PEL'S can be  
debated.  OSHA h a s  i n  i ts  p o l i c y  r e j e c t e d  t h e  concept  t h a t  p o s i t i v e  
r e s u l t s  must b e  ob ta ined  i n  two s e p a r a t e  s p e c i e s  f o r  b ioas say  r e s u l t s  
t o  be conclus ive .  A s  a demonst ra t ion  of t h e  b r e a d t h  of  OSHA's c r i t e r i a ,  
one p o s i t i v e  mouse s t u d y  would q u a l i f y  a  subs tance  f o r  l i s t i n g  a s  a 
carc inogen  d e s p i t e  t h e  a n a l y s i s  of  one OSHA w i t n e s s  t h a t  a  mouse i s  
more than  one m i l l i o n  t i m e s  as s e n s i t i v e  t o  e p i t h e l i a l  cancer  a s  humans. 
C l e a r l y ,  formidable  d a t a  w i l l  be r e q u i r e d  t o  c o n t e s t  a  proposed r u l e .  

I n  t h e  r e b u t t a l  o f  OSHA dur ing  a  rulemaking, t h e  burden i s  placed 
upon t h o s e  who would r e f u t e  OSHA's evidence t o  produce a p p r o p r i a t e  
d a t a ;  OSHA w i l l  n o t  s e t  up p r o t o c o l s .  A p p l i c a b i l i t y  and con ten t  of  
s p e c i f i c  r e g u l a t i o n s  can be debated ( i . e .  d e t a i l s  o f  moni tor ing ,  re- 
s p i r a t o r y  p r o t e c t i o n ,  p r o t e c t i v e  c l o t h i n g ,  e t c . ) .  

The agency c u r r e n t l y  recognizes  approximately twelve  shor t - te rm 
t e s t s .  T h e i r  v a l u e  i s  seen  p r i m a r i l y  a s  s c reen ing  a g e n t s  and as con- 
f i r m a t i o n  of  animal  tests. I n  v i t r o  t e s t s  a r e  u s e f u l  f o r  l i m i t e d  
purposes.  OSHA a g r e e s  t h a t  t h e  p r o b a b i l i t y  of  o b t a i n i n g  a f a l s e  pos i -  
t i v e  i s  v e r y  low i f  t h e  r e s u l t s  of a  w e l l  planned i n  v i t r o  s tudy ,  a s  
w e l l  a s  t h o s e  of a p rope r ly  designed s i n g l e  s p e c i e  b ioas say  a r e  bo th  
p o s i t i v e .  Negat ive r e s u l t s  i n  t h e  i n  v i t r o  s tudy  a r e  n o t  s i g n i f i c a n t .  

The rulemaking.schedu1e i s  a s  fo l lows:  

1) OSHA i n i t i a t i o n  o f  a  s tudy  of  a  subs tance .  

2) P u b l i c a t i o n  of  an  Advance Not ice  of  P u b l i c  Rulemaking (ANPR) 
(w i th in  t h i r t y  days ) .  

3 )  Submit ta l  o f  ev idence  (wi,thin 60-90 days f o l l o ~ n g .  t h e  publ i -  
. c a t i o n  of  t h e  ANPR). 

2 ~ e e  a l s o  Chapter V,  page 2  "Permiss ib le  Exposure Limit  Provis ions" .  



4)  P u b l i c  h e a r i n g  (wi th in  100 days of  t h e  ANPR). .The l e a s t  
amount of  t ime r e q u i r e d  t o  complete t h e  r e g u l a t o r y  procedure 
once OSHA dec ides  t o  proceed a g a i n s t  a  subs t ance  is  about  
seven months. Pe r iods  of  ove r  a  y e a r  appear  p o s s i b l e .  

I n  a n  a t t empt  t o  answer c la ims  of  i n f l e x i b i l i t y  OSHA h a s  e s t a b l i s h e d  
a  s c i e n t i f i c  review panel .  I n d u s t r y  h a s  accused t h i s  a c t i o n  a s  be ing  
cosmetic  however, s i n c e  

1)  t h e  S e c r e t a r y  chooses a l l  i t s  members, (who a r e  a l l  t o  be  
government employees),  

2) t h e  convening' o f  t h e  pane l  is o p t i o n a l ,  

3) t h e  p a n e l ' s  f i n d i n g s  are n o t  b ind ing ,  and 

4)  t h e  i s s u e s  t h a t  i t  may deba te  a r e  v e r y  cons t r a ined .  

OSHA, however, r e j e c t s  ' i n d u s t r y ' s  a c c u s a t i o n  t h a t  i t  h a s  " f rozen  
sc i ence"  and p o i n t s  t o  t h e  fo l lowing  f o u r  s a fegua rds  f o r  new evidence:  

1 )  N C I ,  NIEH and NIOSH review t h e  p o l i c y  t r i a n n u a l l y .  

2) P e t i t i o n s  f o r  review can b e  f i l e d  on " s u b s t a n t i a l  bas i s " .  

3) The S e c r e t a r y  of  DOL can o r d e r  a  review. 

4)  " S u b s t a n t i a l  new. evidence" can a r i s e  i n  t h e  cou r se  of  rulemaking. 

Add i t iona l ly ,  '.OSHA w i l l  d e f i n e  t h e  subs ' t ances~cove red  .by each r u l e  when 
t h e  i n d i v i d u a l  s t anda rd  is promulgated. 

OSHA h a s  a l s o  a t tempted  t o  provide  some inc reased  f l e x i b i l i t y  
w i t h i n  t h e  Model Standard.  The o r i g i n a l l y  proposed s t anda rd  inc luded  
such d e t a i l e d  requi rements  as frequency of  moni tor ing ,  among o t h e r s .  
The Model Standard i n  t h e  f i n a l  r u l e  is more a  g u i d e l i n e  than  a  r i g i d  
rule'; s p e c i f i c  r e q u i r e m c n t ~  a r e  now l e f t  t o  t h e  i n d i v i d u a l  rulemaking 
process .  The agency may dec ide  n o t  t o  have requi rements  f o r  one o r  more 
of t h e  1 7  concerns ,  b u t  must provide  a n  exp lana t ion  where i t  does n o t  
e s t a b l i s h  requi rements .  There a r e  t h r e e  b a s i s  e lements  of  t h e  Model 
Standard which cannot  be changed o r  modif ied wi thou t  amending t h e  r u l e .  
They w i l l  b e  p r e s e n t  i n  eve ry  f i n a l  s t anda rd .  They a r e :  

- Worker exposure t o  Category I s u b s t a n c e s ' w i l l  be  reduced t o  
the .  "lowest f e a s i b l e  l eve l " .  . 

- Permis s ib l e  exposure l e v e l s  must be  achieved p r i m a r i l y  through 
eng inee r ing  and work p r a c t i c e  c o n t r o l s .  

- Medical examinat ions and pe r sona l  p r o t e c t i v e  equipment r e q u i r e d  
. b y  t h e  i n d i v i d u a l  s t a n d a r d s  w i l l  b e  provided a t . . n o  c o s t  t o  t h e  
employee. 



Seve ra l  o f  t h e  requirements  of  t h e  Model Standard a r e  of  p a r t i c u l a r  
n o t e  due t o  t h e  l a r g e  i n c r e a s e  i n  workload t h e i r  implementation w i l l  
e n t a i l .  Sec t ions  d e a l i n g  wi th  Medical S u r v e i l l a n c e ,  Methods of  Com- 
p l i a n c e ,  Recordkeeping and .Label ing  have drawn t h e  most c r i t i c i s m .  

O v e r a l l ,  OSHA'S new p o l i c y  w i l l  r e q u i r e  i n c r e a s i n g  e f f o r t  on t h e  
p a r t  o f  employers r ega rd ing  t h e i r  i n d u s t r i a l  hygiene,  moni tor ing  and 
recordkeeping programs. It w i l l  probably a l s o  mean e s c a l a t e d  employer 
involvement du r ing  rulemaking. Much depends on t h e s e  i n d i v i d u a l  ru l e -  
making procedures ,  s i n c e  t h i s  is  where t h e .  a c t u a l  l e v e l  of  c o n t r o l  w i l l  
be  decided.  . The p o l i c y ' s  r e l i a n c e  o n . t h e s e  i n d i v i d u a l  procedures.  a l l ows  
. f o r  a more f l e x i b l e  app1, ica t ion  than  d i d  t h e  o r i g i n a l l y  proposed s t a n -  
dard. This  approach however, h a s  a l s o  c r e a t e d  t h e  p o s s i b i l i t y  t h a t  t h e  
p o l i c y ' s  implementat ion w i l l  b e  much l e s s  f l e x i b l e  t han  many of  t h o s e  
t e s t i f y i n g  had hoped. This  d u a l i t y  i s  the .  n a t u r e  of  a g e n e r i c  r u l e ,  
and may e x p l a i n  why both  s i d e s  of t h e  i s s u e  have f i l e d  l e g a l  cha l l enges .  
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IMPLICATIONS TO ASFE 

OF 

OSHA "GENERIC CANCER REGULATION" 

29 CFR 1990 

"IDENTIFICATION, CLASSIFICATION, AND 

REGULATION OF POTENTIAL OCCUPATIONAL CARCINOGENS" 

I. SUMMARY--BACKGROUND 
A. F i n a l  Rule Promulgated - January  22, 1980. 
B. O r i g i n a l  D r a f t  - January ,  1977. 
C. Publ i shed  i n  Fede ra l  R e g i s t e r  October ,  1977. 
D. Lengthy P u b l i c  Hearings - T o t a l  Record 7,250,000 pages. 
E. F i n a l  Rule - S i g n i f i c a n t  D i f f e rences  V13 Proposed. 
F. Preamble t o  Regula t ion  - 273 pages = I n  depth  review and 

d i s p o s i t i o n  of  key i s s u e s .  
G. US COC and AFL-CIO and Union su ing  OSHA. 

11. SUMMARY--OSHA APPROACH 
A. Not r e a l l y  a "gener ic  r egu la t ion" .  

1. E s t a b l i s h e s  General  P o l i c y  (1990.101-.1.06). 
2. S t a t e s  Regulatory P o l i c y  11990.111-112). 
3. Requires  OSHA t o  S e t  P r i o r i t i e s  f o r  S p e c i f i c  Regulatory 

Action (1990.121-. 133).  
4 .  P r e s c r i b e s  Procedures  f o r  Regula tory  Action (1990.141- 

.147).  
5. Inc ludes  Model S tandards  t o  be  used a s  Guide l ines  f o r  

S p e c i f i c  Regula t ions  (1990.151-,152). 
B.  OSHA f o r e c l o s e s  any f u r t h e r  d i s c u s s i o n  o r  submission of  

in format ion  on " Issues"  r e so lved  i n  t h e  Preamble, u n l e s s  
" s u b s t a n t i a l  new i s s u e s "  o r  " s u b s t a n t i a l  new evidence" 
(1990.145). 
1. Rehearing of  v a l i d i t y  of c l a s s i f i c a t i o n  system, proce- 

d u r a l  s t r u c t u r e ,  p o l i c y  d e c l a r a t i o n  - n o t  allowed. 
(See Chapter I V Y  page 3 ,  paragraph 3.) 

2. Resu l t  - arguments r ega rd ing  pe r sona l  p r o t e c t i o n  v e r s u s  
eng inee r ing  and work p r a c t i c e s ;  and a s  t o  "lowest l e v e l  
f e a s i b l e "  by such means w i l l  no t  be  e n t e r t a i n e d .  

3. Model Standard requi rements  a r e  " f l e x i b l e "  and n o t  man- 
d a t o r y  BUT - S e c r e t a r y  DOL must e x p l a i n  why d e v i a t i o n s  
were made a s  p r i n c i p l e s .  (See Chapter 11, page 8 ,  
paragraph 3 ,  and Chapter  I V Y  page 1.)  

4. A p p l i c a b i l i t y  and con ten t  of  S p e c i f i c  Regu la t ions ,  
however, can be debated ,  e ,g .  d e t a i l s  of moni tor ing ,  
r e s p i r a t o r y  p r o t e c t i o n ,  p r o t e c t i v e  c l o t h i n g ,  medical  
examinat ions ,  e t c .  



C. OSHA c i t e s  c o a l  t a r s ,  s o o t ,  and "excess of  cancer  i n  workers  
where petroleum r e f i n i n g  is c a r r i e d  on" among bases  f o r  t h e  
Regula t ion  - Thi s  is  n o t  a n  a l lowab le  i s s u e  r ega rd ing  spee i -  
f  i c  r e g u l a t i o n s  u n l e s s  " s u b s t a n t i a l .  new evidence". 

111. IMPLICATIONS TO DOE 
A. Need f o r  i n c r e a s e  i n  r e s e a r c h  and d a t a  c o l l e c t i o n  a c t i v i t y .  

(See Chapter I V ,  page 1, paragraph  2 . )  
1. Need t o  o rgan ize  and condense h e a l t h  e f f e c t s  d a t a  f o r  

e f f i c i e n t  u t i l i z a t i o n  du r ing  rulemaking ( l i m i t a t i o n  of 
i s s u e s  by OSHA). 

2. Need f o r  e a r l y  DOE involvement.  
3. Pending OSHA~NIOSH rev iew of  s y n f u e l  i n d u s t r y .  

a .  Chemical s i m i l a r i t y  of  a number of c o a l  de r ived  
subs t ances  t o  known carc inogens .  (Chapter  I V Y  
paragraph 3. ) 

b. Need f o r  DOE t o  a n t i c i p a t e  and respond. 
B. Need t o  develop a mechanism f o r  d a t a  submit ted t o  OSHA f o r  

u s e  i n  developing Candidate  L i s t .  (Chapter I V ,  paragraph  3 . )  
1. W i l l  focus  DOE hygiene and s u r v e i l l a n c e  e f f o r t s  on pos- 

s i b l y  ca rc inogen ic  subs t ances .  (Chapter I V ,  page 3 ,  
paragraph 1.) 

2. W i l l  p rovide  documentation o f  in format ion  r equ i r ed .  
C. In format ion  provided OSHA must be  complete and c o n s i s t e n t  

i n  con ten t  and format w i t h  OSHA requirements .  (Chapter IVY 
page 3,  paragraph 2.)  
1. Burden of  producing a p p r o p r i a t e  ev idence  is  on DOE and 

c o n t r a c t o r s  - OSHA w i l l  n o t  s e t  up p r o t o c o l .  
2. A v a i l a b i l i t y  of DOE h e a l t h  r e s e a r c h  e x p e r t s  t o  i n t e r p r e t  

in format ion  dur ing  rulemaking w i l l  b e  e s s e n t i a l .  (Chap- 
t e r  I V ,  page 3 ,  paragraph 2.)  

D. Need t o  de te rmine  types  and combinat ions of  subs t ances  asso- 
c i a t e d  w i t h  each process. (Chapter  I V Y  page 4 ,  paragraph  I . )  
1. The OSHA Standard r e g u l a t i n g  "coke oven emissions" may 

have s e t  a precedent .  (Chapter  I V Y  page 4 ,  paragraph  1 . )  
2. P o s s i b i l i t y  of  OSHA r e g u l a t i o n  of  emiss ions  from a spe- 

c i f i c  s y r ~ f u e l  process .  
E. DOE need t o  have i n p u t  r ega rd ing  how s p e c i f i c  o r  g e n e r a l  

s t a n d a r d s  a r e  and what groups,  combinat ions o r  mix tu re s  a r e  
e s t a b l i s h e d .  

F. Impact o f  Substance Placement on Candidate  L i s t .  
1. P o s s i b i l i t y  of  OSHA u s e  of  g e n e r a l  du ty  c l a u s e  a g a i n s t  

any subs t ance  s o  l i s t e d  3 benzadine dyes have a l r e a d y  
been moved a g a i n s t .  ( c h a p t e r  I V ,  page 4, paragraph 2.) 

2. I s suance  of an  ETS a l s o  p o s s i b l e  a g a i n s t  any l i s t e d  
Category I subs tance .  

3 .  DOE needs mechanism f o r  a n t i c i p a t i n g  and p a r t i c i p a t i n g  
i n  such a c t i o n  (Guidance should be  provided t o  DOL as 
t o  what c o n s t i t u t e s  g rave  danger t o  s y n f u e l  p l a n t  
workers) .  



4 .  No p r o v i s i o n s  f o r  review o r  cha l l enge  of  Candidate  and 
P r i o r i t y  L i s t s  except  f o r  t h e  t r i a n n u a l  review. (Chapter 
I V Y  page 5 ,  paragraph 1.) 

5. DOE should  a n t i c i p a t e  above review and respond through 
suppor t  of p u b l i c  p a r t i c i p a t i o n  o r  through l i a i s o n  w i t h  
N C I ,  NIEHS, and NIOSH. 

KEY ISSUES TO ASFE ADDRESSED BY OSHA 
A. Rat iona le  and need f o r  Po l i cy .  

1. Prev ious ly  c i t e d  " indictmentt '  of c o a l  products  and re- 
f i n i n g .  

2. Smoking n o t  a f u r t h e r  i s s u e .  
3 .  P o s s i b i l i t y  of m u l t i p l e  c a u s a t i o n  recognized b u t  n o t  

a l l owab le  f o r  deba te .  
B. Role o f  Epidemiologic d a t a .  (Chapter  I V Y  page 5 ,  paragraph 

2.)  
1. L i t t l e  credence t o  be  g iven  t o  n e g a t i v e  s t u d i e s ,  i n  f a c e  

of  p o s i t i v e  animal  d a t a .  
2 .  P o s i t i v e  epidemiologic  d a t a ,  i n  absence of animal o r  i n  

v i t r o  d a t a  h a s  credence. 
3 .  Small s c a l e  epidemiologic  d a t a  + = Presumptive Category 

I, s u g g e s t i v e  Data = Category 11. 
4. OSHA h a s  s p e c i f i e d  g u i d e l i n e s  a s  t o  what c o n s t i t u t e s  ac- 

c e p t a b l e  Epidemiologic d a t a  - l e a v e s  door open however, 
r ega rd ing  s p e c i f i c  r e g u l a t i o n s .  

5. OSHA goes t o  g r e a t  l e n g t h s  t o  s e t  a s i d e  acceptance  of  
"negat ive  epidemiologic  s t u d i e s "  a s  proof of "no hazard" 
AND t o  r e i t e r a t e  - any p o s i t i v e  human evidence  i s  i p s o  
f a c t o  cause  f o r  r e g u l a t i o n .  

6. No deba te  on: 
a .  Evidence i n  humans - as above. 
b. P o s i t i v e  animal  d a t a  o v e r r i d e s  n e g a t i v e  epidemio- 

l o g i c  da t a .  
c .  Epidemiologic s t u d i e s  may h e l p  i n  p r i o r i t y  s e t t i n g  

b u t  g iven  no credence i n  p e r m i s s i b l e  l e v e l s .  
7 .  OSHA Epidemiology C r i t e r i a .  

a .  S t u d i e s  must be  20-30 y e a r s  n r  l nnge r .  
b. Must show a 50% i n c r e a s e  i n  a l l  body s i t e s  where 

tumors a r e  l i k e l y  t o  a c t  i n  humans t o  j u s t i f y  a  
n e g a t i v e  f ind ing .  

c .  Documented r easons  f o r  p r e d i c t i n g  a c t i o n  i n  humans 
must be  provided.  E x t r a p o l a t i o n  of animal  d a t a  w i l l  
n o t  be  cons idered  a s  evidence.  

8. V i r t u a l l y  imposs ib le  f o r  DOE o r  i t s  c o n t r a c t o r s  t o  meet 
OSHA c r i t e r i a .  

C. Use of Animal Bioassay Data.  (Chapter  I V Y  page 6 ,  paragraph 
2.)  
1. Almost d i r e c t  analogue t o  FD&C Act "Delaney Clause" - 

p o s i t i v e  animal  t e s t  = Regula tory  Action. (Note r ega rd ing  
Cross Walk arrangements  w i t h  EPA t r i g g e r  cons ide ra t ion  
f o r  r e g u l a t i o n . )  



2. OSHA d i smis ses  f a l s e  p o s i t i v e  problem. 
3 .  T e s t i n g  a t  h i g h  dose r a t e s  recognized as needed - i n  

a c t u a l  rulemaking, u s e  of  such d a t a  t o  determine permis- 
s i b l e  l e v e l s  can b e  r e b u t t e d .  

4 .  OSHA r e j e c t s  argument t h a t  p o s i t i v e  r e s u l t s  must be  
found i n  two s p e c i e s .  

5. OSHA r e j e c t s  t h r e s h o l d  a s  no e f f e c t  l e v e l .  
6 .  OSHA w i l l  n o t  set p r o t o c o l s ;  p u t s  burden on t h o s e  who 

could  r e f u t e  d a t a  t o  produce adequate  d a t a .  OSHA w i l l  
u s e  e x p e r t  s c i e n t i f i c  pane l s  t o  e v a l u a t e  d a t a .  

7. OSHA d i smis ses  arguments r ega rd ing  r o l e  of  promoters ,  
and me tabo l i c  o r  pharmacological  e f f e c t s  a s  producers  
of  f a l s e  p o s i t i v e s .  

D. Role of  Shor t  Term Tes t s .  (Chapter  I V Y  page 9 ,  paragraph  7 . )  
(Major s i g n i f i c a n c e  because  o f  p r e s e n t  DOE emphasis on use  
of  such i n  v i t r o  procedures . )  
1. OSHA c o n s i d e r s  s h o r t  term t e s t s  as primary use  i n  screen-  

i n g ,  and as conf i rmat ion  of  animal  t e s t s .  
2. Approximately 12 such t e s t s  recognized by OSHA. 
3.  OSHA concludes i n  v i t r o  t e s t s  a r e  u s e f u l  f o r  l i m i t e d  

purposes.  Agrees v e r y  low p r o b a b i l i t y  of  f a l s e  p o s i t i v e  
i f  a w e l l  planned i n  v i t r o  and a p r o p e r l y  designed 
s i n g l e  s p e c i e  b ioas say  bo th  g i v e  p o s i t i v e  r e s u l t s .  Nega- 
t i v e  i n  v i t r o  are n o t  s i g n i f i c a n t .  

4 .  Major need f o r  review of  c u r r e n t  ASFE programs and Cross 
Walk w i t h  TSCA (EPA requi rements ) .  

5. OSHA p o s i t i o n  almost  i d e n t i c a l  w i t h  In t e ragency  Regula- 
t o r y  L i a i s o n  Group, EPA (TSCA and proposed a i r  miscel-  
l aneous  Cancer Regula t ions)  and FDA. 

E. U s e  of S t r u c t u r a l  S i m i l a r i t i e s .  (Chapter I V ,  page 2 ,  paragraph 
2.)  
1. OSHA w i l l  u t i l i z e  chemical  s t r u c t u r e  s i m i l a r i t y  a s  b a s i s  

f o r  r e g u l a t i o n  where t h e r e  i s  s t r o n g  CA + evidence  on a 
member of t h e  group - expe r t  s c i e n t i f i c  judgement w i l l  
be  used. 

2. S ince  a number of  c o a l  de r ived  chemicals  a r e  s i m i l a r  t o  . 
c u r r e n t l y  i d e n t i f i e d  carc inogens  (PNA, BAP, e t c . )  h igh  
p r o b a b i l i t y  o f  e a r l y  OSHA a c t i o n  r ega rd ing  p r i o r i t y  t e s t .  
(Recent NACOSH meeting i n t e r e s t . )  

F. Risk  Assessment, e t c .  (Chapter I V ,  page 8.) 
1. OSHA concludes S t a t e  of  A r t  doesn ' t  permit  u s e  o t h e r  t han  

f o r :  
a. development of  p r i o r i t i e s ;  
b. e s t i m a t i o n  of  r educ t ion  of  r i s k  a s  a r e s u l t  of regu- 

l a t i o n  i f  adequate  d a t a  e x i s t s .  
G. R&D f a c i l i t i e s  may be a b l e  t o  o b t a i n  some exemption on b a s i s  

of  lower r i s k  through "percentage exc lus ions"  o r  " ac t ion  
l e v e l s "  s e t  a t  i n d i v i d u a l  rulemaking. 

H. Amendments t o  P o l i c y  and "Freezing of Science"? (Chapter I V Y  
page 5 ,  paragraph  1 . )  



1. Agrees t o  def ine  substances t o  be covered by each ru le .  
2. OSHA r e j e c t s  contention t h a t  t r u l y  new information is 

foreclosed-four safeguards: 
a .  N C I ,  HIEHS, NIOSH - review t r i annua l ly .  
b. Pe t i t i ons  can be f i l e d  - subs t an t i a l  bas is .  
c .  Secretary DOL can order  review. 
d. New o r  subs t an t i a l  evidence a r i s e s  i n  course of 

s p e c i f i c  rulemaking. 

I. C la s s i f i c a t i on  of Carcinogens (Chapter 11, pages 2 and 3).  
1. OSHA modifies o r i g i n a l  t h r ee  categor ies  and accepts need 

f o r  f l e x i b i l i t y ;  
2. OSHA agrees t o  s e t  p r i o r i t i e s  f o r  regula t ions  l i s t s  t o  be 

published i n  FR. 
3. F i r s t  l i s t  t o  be based on: 

a. NIOSH "Clements L i s t t t ;  
b. EPA Inventory, e t c .  under TSCA; 
c. OSHA and NIOSH present ly  i den t i f i ed  substances. 

4. F i r s t  l ist  due July  1, 1980, then every s i x  months. 
5. Category I = evidence of ' ca rc inogenic i ty  i n  humans, 

two o r  more mammalian species ,  o r  one specie  i f  o ther  
s t ud i e s  pos i t ive .  

6. Category I1 = Carcinogenicity i n  one mammalian species ;  
evidence is only suggestive o r  pos i t i ve  i n  one specie  -- 
not rep l ica ted .  

7.  In  sum - Ames Test is of no value. 

Limitat ion of Issues  i n  Rulemaking (Chapter I V ,  page 3, 
paragraph 3) .  
1. Only evidence d i r e c t l y  re levant  t o  i s sues  i n  t he  s p e c i f i c  

substance rulemaking t o  be allowed, unless:  
a. The ava i l ab l e  data  i s  not appropr ia te  t o  t he  

substance(s) ;  
b. Evidence is  submitted a s  t o  new evidence; 
c. Whether OSHA co r r ec t l y  se lected Category I o r  11;  
d. Questions regarding environmental impact a s  t o  

Technology and Economics i n  lowest f e a s i b l e  
exposure l e v e l ;  

e. Relevant t o  s e t t i n g  of l eve l s  regarding Category 11; 
f .  Issue r e l a t e s  t o  subs t i t u t i on  of non CA f o r  CA. 

2 .  To extent  t h a t  a  proposed regulat ion d i f f e r s  from a  
model standard,  a s  t o  appropriateness of t h a t  deviation.  

K. Model Standards - Major points  a f f ec t i ng  DOE. ( see  Chapter V.) 
1. Scope and Application - "percentage  exclusion^'^ o r  

ac t ion  l e v e l s  may be es tabl ished during individual  
rulemaking by f a c i 1 i t i . e ~  with very low exposure. 
(Chapter V,  Page 1 . )  

'2. Methods of Compliance .(Chapter V,  page 3) .  
a .  Predominance of engineering and work p rac t i c e s  

controls .  
b. Written compliance program. 



3. Medical Surveillance (Chapter V, page 6) -- 
extensive requirements may be more costly to remote 
DOE facilities. 

4. Recordkeeping (Chapter V, page 9) -- 
a. Nature of requirements may call for computer 

assistance for compliance. 
b. Possibility that similar records may be required 

in future for all employees, regardless of exposure. 



IMPACT OF THE OSHA CARCINOGEN POLICY 

ON THE ROE SYNFUELS PROGRAM 

The impact of  t h e  OSHA Carcinogen P o l i c y  t o  DOE depends p r i m a r i l y  
on two t h i n g s .  The f i r s t  f a c t o r  i n f l u e n c i n g  implementation w i l l  be  t h e  
Supreme Court d e c i s i o n  on t h e  benzene c a s e ,  expected b e f o r e  J u l y .  I f  
t h e  lower c o u r t  r u l i n g  i n d i c a t i n g  t h a t  OSHA must show a  r easonab le  c o s t /  
b e n e f i t  r a t i o  t o  implement i t s  r u l e s  i s  upheld,  t h e  p o l i c y  may have t o  
be r ev i sed .  The second, and p o s s i b l y  most impor tan t  f a c t o r  i n f l u e n c i n g  
t h e  e f f e c t  of  t h e  p o l i c y  on DOE, w i l l  b e  t h e  a c t i o n  of  DOE i t s e l f .  It 
must b e  remembered t h a t  t h i s  p o l i c y  is a  g e n e r i c  r u l e ,  and much of what 
i t  c o n t a i n s  r e q u i r e s  a  "wait-and-see" p o s t u r e  on t h e  p a r t  o f  t h o s e  a f -  
f e c t e d  i n  o r d e r  t o  know t h e  t o t a l  impact.  Ne i the r  DOE n o r  anyone else 
a f f e c t e d  by t h e  p o l i c y ,  however, can  a f f o r d  t o  w a i t  u n t i l  " a f t e r  t h e  
s t a n d a r d s  a r e  set" t o  beg in  a s s e s s i n g  what t h e i r  needs w i l l  be.  Th i s  
s t a n d a r d  s e t t i n g  p roces s  w i l l  occu r  on a  con t inu ing  b a s i s  f o r  t h e  fore-  
s e e a b l e  f u t u r e ,  and t h e  t i m e  f o r  DOE t o  become involved  through r e s e a r c h  
and d a t a  s u b m i t t a l  is  b e f o r e  and du r ing  t h i s  p roces s .  

DOE should  invo lve  i t s e l f  through inc reased  r e s e a r c h  and d a t a  
c o l l e c t i o n  a c t i v i t y .  Th i s  involvement is  c r i t i c a l  f o r  s e v e r a l  reasons .  
OSHA h a s  s e v e r e l y  l i m i t e d  i s s u e s  t h a t  may be  debated du r ing  rulemaking. 
The p o l i c y  i s  q u i t e  s p e c i f i c  i n  d e f i n i n g  t h e  scope and l i m i t a t i o n s  of  
d a t a  and i s s u e s  and ev idence  t h a t  may be  cons idered .  E f f o r t  w i l l  be  
r equ i r ed  by DOE t o  o rgan ize  and condense t h e  h e a l t h  e f f e c t s  d a t a  base  
f o r  e f f i c i e n t  u t i l i z a t i o n  i n  t h e  rulemaking process .  A d d i t i o n a l l y ,  
t h e r e  a r e  e a r l y  i n d i c a t i o n s  t h a t  an  i n t e n s i v e  OSHA/NIOSH review of t h e  
s y n f u e l  i n d u s t r y  t o  de te rmine  cand ida t e  subs t ances  f o r  r e g u l a t i o n  i s  
pending. Among t h e  bases  f o r  t h e  r e g u l a t i o n ,  OSHA has  c i t e d  c o a l  t a r s ,  
s o o t ,  and "excess  of cancer  i n  workers  where petroleum r e f i n i n g  i s  
c a r r i e d  on". Substances t h a t  a r e  p r e s e n t  i n  t h e  s y n f u e l  p roces s  w i l l  
a l s o  be i d e n t i f i e d  from review of  o t h e r  i n d u s t r i e s .  C l e a r l y ,  t o  be  
e f f e c t i v e ,  DOE involvement must beg in  e a r l y ,  w i t h  t h e  s e l e c t i o n  o f  
cand ida t e  subs tances  f o r  P r i o r i t y  L i s t s  and con t inue  through t h e  d r a f t -  
i n g  of t h e  e x a c t  p r o v i s i o n s  of each proposed s t anda rd .  

The OSHA p o l i c y  s t a t e s  ' t h a t  chemical  s t r u c t u r e  s i m i l a r i t y  w i l l  be  
u t i l i z e d  a s  a  b a s i s  f o r  r e g u l a t i o n .  S ince  a  number of c o a l  de r ived  
chemicals  a r e  s i m i l a r  t o  c u r r e n t l y  i d e n t i f i e d  carc inogens  (PNA, 8AP11, 
t h e r e  i s  a  h igh  p r o b a b i l i t y  of  e a r l y  a c t i o n  r ega rd ing  t h e  above men- 
t i oned  OSHA/NIOSH review. I n t e r e s t  i n  such a  review w a s  expressed,  a t  a 
r e c e n t  NACOSH meeting. DOE, i t s  c o n t r a c t o r s ,  and p r i v a t e  companies 
r e c e i v i n g  DOE development funding ,  need t o  a n t i c i p a t e  t h i s  a c t i o n  and 
suppor t  t h e  OSHA/NIOSH d a t a  c o l l e c t i o n  and a n a l y s i s  e f f o r t s .  Submi t ta l  
of d a t a  f o r  u se  i n  e s t a b l i s h i n g  t h e  Candidate L i s t  is  provided f o r  i n  
t h e  P o l i c y ,  and DOE should develop a  mechanism f o r  d a t a  s u b m i t t a l  on 
p o s s i b l y  ca rc inogen ic  subs tances  found i n  s y n f u e l  p roces ses .  The 
s u b m i t t a l s  should i n d i c a t e ,  u s ing  t h e  c r i t e r i a  i n  pa r .  1990.112, 

1 (pofy n u c l e a r  a roma t i c s ,  benzo a l p h a  pyrene) 



whether DOE considers the substances possible Category I or I1 car- 
cinogens, and recommend whether each substance would be placed on the 
respective Priority Lists. (Although the first list is to be published 
by July 1, additions to the Candidate List will be published at least 
every six months.) The effect of this effort on the part of DOE will be 
to focus its own industrial hygiene and medical surveillance efforts on 
those processes with which potential carcinogens are associated, in 
order to document the information required under paragraph 1990.132: 
"Factors to be Considered". 

DOE'S extensive health research activities should also be utilized 
in the assembly and evaluation of the data base that will support the 
activities under paragraph 1990.143: "General Provisions for use of 
Human and Animal Data". This will ensure that information on substances 
in synfuel processes that might be regulated under the Policy is com- 
plete, consistent in content and format with this paragraph, and made 
available to OSHA. OSHA has refused to set up protocols for acceptance 
of data, thereby placing the burden on DOE and its contractors to pro- 
duce appropriate evidence when refuting data. During the rulemaking 
process, it will be essential for DOE health research experts to be 
available to interpret information in the context of the intended stan- 
dard. 

Only evidence directly relevant to issues in the specific substance 
rulemaking will be allowed, unless: 

- the available data is not appropriate to the substance(s); 
- evidence is submitted as to- new evidence; 
- there is debate as to whether a substance is correctly 

classified as Category. I or 11; 
- there are questions.regarding environmental impact as to 

technology and economics in "lowest feasible"' exposure 
level ; 

- there are questions relevant.to setting of 1evels.regarding 
.Category 11; 

- the issue relates to substitution of-non-CA for CA. 

Further data collection efforts will be needed to determine which 
types of substances and which combinations of these substances are 
associated with each process. Although the Model Standards provide for 
the identification of a substance by CAS registery number, the defini- 
tion of "coke oven emissions" may have set a precedent that will allow 
regulation of emissions from a specific synfuels process. Additionally, 
a standard can be set on a general basis. For example, "benzene soluble 
particulates in an area where (suspected carcinogen) is present" could 
be regul_.ated, regsrdleos sf whether Lhe source of the particulates is 
the suspected carcinogen. DOE must have some inputs into how specific 
or general such standards are, and what groups, mixtures or combinations 
are established. 

Of possible immediate impact is the fact that OSHA retains the 
option o f  using t h e  Ceneral Duty Clause against a substance. If OSHA 
exercises this option, placement of a substance on a Candidate List 



could i n  i t s e l f  c o n s t i t u t e  a form of r e g u l a t i o n .  OSHA h a s  a l r e a d y  made 
such a move i n  t h e  c a s e  of t h r e e  benzadine-based dyes.  It i s  a l s o  
impo.rtant t o  n o t e  t h a t  an  Emergency Temporary Standard (ETS) could b e  
i s s u e d  a g a i n s t  any subs t ance  t h a t  OSHA b e l i e v e s  poses a "grave danger" 
and t h a t  OSHA a l s o  d e f i n e s  any subs t ance  l i s t e d  as Category I as pos ing  
a grave  danger.  Because of t h e  immediate and profound e f f e c t s  of  t h e  
i s suance  o'f an  ETS, DOE needs a mechanism f o r  a n t i c i p a t i n g  and p a r t i c i -  
p a t i n g  i n  such a n  a c t i o n .  For  example, de t e rmina t ion  of  what DOE con- 
s i d e r s  a "grave danger" t o  a worker a t  a s y n f u e l s  p l a n t  i n  t h e  con tex t  
of t h e  Cancer P o l i c y  is r e q u i r e d  t o  p rov ide  guidance t o  DOL i n  i s s u i n g  
an ETS. t h a t  would a f f e c t  t h e s e  p l a n t s .  

I n  l i g h t  of t h e  p o s s i b l e  impacts  of  placement on a Candidate  L i s t  
o f  any subs tance  used,  DOE should be  aware of t h e  l i m i t e d  p r o v i s i o n s  f o r  
p u b l i c  review o r  cha l l enge  of t h e  Candidate  and P r i o r i t y  L i s t s .  The 
f i r s t  is  t h e  t r i - annua l  review of  t h e  p o l i c y  scheduled by OSHA. DOE 
should a n t i c i p a t e  t h i s  review and respond e i t h e r  through suppor t  of i t s  
c o n t r a c t o r s  and/or  i n d u s t r y  through t h e  p u b l i c  p a r t i c i p a t i o n  mechanism, 
o r  through l i a i s o n  w i t h  t h e  agencies  involved  w i t h  t h e  S c i e n t i f i c  Review 
Panel  and Advisory Committee. Th i s  Panel  w i l l  be  r e s p o n s i b l e  f o r  evalu- 
a t i o n  of  d a t a ,  i n c l u d i n g  d a t a  p e r t a i n i n g  t o  chemical s i m i l a r i t y  o f  
subs t ances  t o  known carc inogens ,  and animal  b ioas say  d a t a .  Panel  mem- 
b e r s  a r e  chosen by t h e  D i r e c t o r s  of  N C I ,  NIEHS, and NIOSH. DOE a l r e a d y  
ma in ta ins  working arrangements w i t h  t h e s e  agenc ie s ,  and t h e s e  should be 
u t i l i z e d .  Other  s a fegua rds  a r e :  

- A p e t i t i o n  f o r  review can b e  f i l e d  w i t h  OSHA b e f o r e  t h e  
t r i - a n n u a l  review i f  t h e  p e t i t i o n e r  can demonstrate  
" s u b s t a n t i a l  bas i s" .  

- The S e c r e t a r y  of  DOL'can o r d e r  a review a t  any time. 

Following a r e  t h e  key'  i s s u e s  t o  DOE addressed  by OSHA: 

Epidemiologic Data 

.OSHA h a s  s p e c i f i e d  g u i d e l i n e s  as. t o  what' c o n s t i t u t e s  a c c e p t a b l e  
Epidemiologic d a t a ;  however, t h e r e  w i l l  b e  no s p e c i f i c  r e g u l a t i o n s  on 
t h i s  s u b j e c t .  OSHA has  gone t o  g r e a t  l e n g t h s  t o . s e t  a s i d e  acceptance  of  
"negat ive  ep idemiologic  s t u d i e s "  a s  proof of  no hazard.  However, t h e  
OSHA c r i t e r i a  f o r  s u c h . s t u d i e s  a r e  so. s t r i n g e n t  a s  t o  make i t  v i r t u a l l y  
imposs ib le  f o r  DOE o r  i t s  c o n t r a c t o r s  t o  meet them. I n  f a c t ,  on ly  10  
s t u d i e s  t h a t  would meet t h e  c r i t e r i a  a r e  known t o  have e v e r  been per-  
formed.2 Epidemiologic s t u d i e s  w i l l  p robably  ' n o t  be  economical ly f e a s i -  
b l e  i n  t h e  f u t u r e ,  i n  l i g h t  of t h e  f a c t  t h a t  n e g a t i v e  r e s u l t s  would be  
ove r ru l ed  by p o s i t i v e  r e s u l t s  from an  animal  b ioas say ,  which i s  obvi-  
ous ly  much cheaper  t o  perform. No deba te  w i l l  be  heard on t h i s  p o i n t .  
S tud ie s  n o t  meet ing OSHA's s t r i n g e n t  c r i t e r i a  could  be  used on ly  t o  
i n d i c t  a subs t ance ,  never  t o  defend i t .  F u r t h e r ,  while .  ep idemiologic  
evidence may b e  cons idered  i n  p r i o r i t y  s e t t i n g ,  i t  w i l l  b e  given no 

2 Fred D. Hoerger and James W. Conder, "Deficiencies o f  Science Policy 
i n  OSHA's Generic Cancer Regulation". Presented  a t  t h c  workshup of   he 
New York Academy of  Science on "The Management of  Assessed Risk f o r  

) I  Carcinogens. March 17-19, 1980. New York, New York. 



credence - i n  s e t t i n g  permissable  exposure l e v e l s .  No deba te  on t h i s  
i s s u e  w i l l  b e  e n t e r t a h e d  dur ing  rulemaking. P o s i t i v e  human evidence 
w i l l  b'e au tomat ic  cause  f o r  r e g u l a t i o n .  OSHA's c r i t e r i a  a r e  a s  fo l lows:  

- S t u d i e s  must b e  performed ove r  a t  l e a s t  a 20-year p e r i o d ,  
w i t h  a 30 y e a r  -follow-up. 

- The s tudy  cohor t  must b e  of  adequate  s i z e  t o  d e t e c t  a 50% 
i n c r e a s e  i n  a l l  tumor s i t e s  where tumors a r e  l i k e l y  t o  
a c t  . i n  humans, t o  j u s t i f y  a n e g a t i v e  f i n d i n g .  

Animal Bioassay Data 

The OSHA p o s i t i o n  on animal  b ioas say  d a t a  is almost  d i r e c t l y  ana- 
logous t o  t h e  FD&C Act "Delaney ~ l a u s e " 3  i n  t h a t  i t  i s  assumed t h a t  
p o s i t i v e  r e s u l t s  from a n  animal  t e s t  w i l l  t r i g g e r  r e g u l a t o r y  a c t i o n .  It 
i s  important  t o  n o t e  t h a t  p o s i t i v e  r e s u l t s  from one animal  b ioas say  i s  
a l l  t h a t  i s  r equ i r ed  t o  q u a l i f y  a subs tance  as Category I under c e r t a i n  
c i rcumstances .  OSHA h a s  r e j e c t e d ' t h e  argiment  t h a t  p o s i t i v e  ev idence  
must be  ob ta ined  i n  two s p e c i e s  i n  o r d e r  t o  i n d i c t . a  subs tance .  

OSHA h a s  a l s o  d ismissed  t h e  f a l s e  p o s i t i v e  problem. Arguments 
regard ing  t h e  r o l e  o f  promoters ,  and. metabol ic  o r  pharmocological  e f -  
f e c t s  a s  producers  of  f a l s e  p o s i t i v e s  w i l l  n o t  b e  heard .  Smoking w i l l  
n o t  be a f u r t h e r  i s s u e .  F u r t h e r ,  OSHA main ta ins  i t s  p o s i t i o n  t h a t  . 
t e s t i n g  a t  h igh  dose r a t e s  i s  a method which i s  recognized and needed. 
However, u s e  of  such d a t a  . t o  de te rmine  p e r m i s s i b l e  exposure l e v e l s  can 
be r e b u t t e d  dur ing  t h e  a c t u a l  rulemaking. ' .  Again, OSHA w i l l  n o t  set up 
p r o t o c o l s  f o r  d a t a .  

Role of  Shor t  Tern. T e s t s  

Th i s  a r e a  is s p e c i f i c a l l y  of  i n t e r e s t  t o  DOE because of p r e s e n t  
emphasis on u s e  of i n - v i t r o  procedures .  OSHA recognized approximately 
12  such t e s t s ,  b u t  c o n s i d e r s  t h e i r  pr imary f u n c t i o n  t o  be  l i m i t e d  t o  u s e  
as sc reen ing  a g e n t s ,  and a s  con f i rma t ions  o f  animal  t e s t s ,  ag ree ing  t h a t  
t h e r e  is v e r y  low p r o b a b i l i t y  of  o b t a i n i n g  a f a l s e  p o s i t i v e  where one 
w e l l  planned i n - v i t r o  r e p l i c a t e s  a p r o p e r l y  designed s i n g l e  s p e c i e  
b ioassay .  Negat ive i n - v i t r o  ev idence ,  however, i s  n o t  s i g n i f i c a n t .  

Th i s  p o s i t i o n  is almost  i d e n t i c a l  w i th  t h e  In t e ragency  Regula tory  
L ia i son  Group, EPA (TSCA and proposed misce l laneous  cancer  r e g u l a t i o n s )  
and FDA. I n  l i g h t  of  t h i s ,  such procedures  a s  t h e  Ames  t e s t  become of 
p r a c t i c a l l y  no v a l u e  s i n c e ,  a g a i n ,  such a procedure  could  be  used on ly  
t o  i n d i c t  a subs tance ,  never  t o  defend i t .  F u r t h e r ,  t h e  o b j e c t i v e  o f  
sav ing  t ime,  money, and r e sources  by us ing  s h o r t  term t e s t s  i s  e l imi -  
na t ed  by t h e  requirement  c a l l i n g  f o r  concurr ing  animal  evidence.  The 
OSHA p o s i t i o n  on s h o r t  term t e s t s  i m p l i c a t e s  a major  need f o r  review of 
c u r r e n t  ASFE prvgrams and c r o s s  walk arrangements  w i t h  TSCA (EPA re- 
qu i rements ) .  

3   he .Federal Food, Drug & Cosmetic Act, Sec t ion  409 (c) ( 3 )  (A) 

4 TSCA t e s t i n g  requi rements  are  quite complicated.  For a complete de- 
s c r i p t i o n ,  see AFMA r e p o r t  DOE/ET/13557-2. 



Risk Assessment 

OSHA'S po l i cy  on t h e  value  of r i s k  assessment i s  l i k e l y  t o  have a  
major nega t ive  impact on t h e  development of t h i s  a r t .  OSHA po l icy  
r e q u i r e s  t h e  d is regarding of potency and dose-response r e l a t i o n s h i p s .  
Wherever poss ib le ,  t h e  PET-, w i l l  s e t  a t  t h e  "lowest f e a s i b l e  l e v e l " ,  
without regard t o  t h e  t o x i c i t y  of t h e  substance. Thus, s t u d i e s  such a s  
dose-response, DNA r e p a i r ,  and metabolism can no longer be used by R&D 
f a c i l i t i e s  i n  an at tempt t o  ob ta in  exemptions based on lower r i s k .  Such 
f a c i l i t i e s  may q u a l i f y  however f o r  t h e  percentage exclus ions  and a c t i o n  
l e v e l s  discussed i n  Chapter V under Section ( a ) ,  Scope and Applicat ion,  
page 1. 

OSHA has  concluded t h a t  t h e  s t a t e  of t h e  a r t  of r i s k  assessment 
only permits  use of these  s t u d i e s  f o r :  1 )  t h e  development of p r i o r i t i e s  
and 2)  es t imat ion of r i s k  reduct ion where "adequate" d a t a  e x i s t s .  

The Model Standard 

Several  of t h e  i s s u e s  addressed i n  . the Model Standard w i l l  have a  
major impact on DOE. A po in t  by point  d iscuss ion of t h e  Model Standard 
is  found i n  Chapter V. 

I n  conclusion,  extens ive  e f f o r t  W i l l  be required  of DOE i n  response 
t o  t h i s  pol icy ,  but  t h e  bulk of t h e  work may need t o  be performed f a r  
before t h e  s tandards  a r e  set;  t h a t  i s ,  before  and during t h e  ind iv idua l  
rulemaking process.  Early and thorough research a n d . d a t a  c o l l e c t i o n  
involvement w i l l  be i n  t h e  b e s t  i n t e r e s t  of DOE not  only i n  complying 
w i t h . t h e  s tandards  s e t ,  but  a l s o  i n  ensuring t h a t  those  s tandards  a r e  
reasonable and accura te ly  i n  t h e  b e s t  i n t e r e s t  of worker h e a l t h  and 
sa fe ty .  



THE MODEL STANDARD 

OSHA'S proposed s t anda rd  of  2% y e a r s  ago conta ined  a number of  
d e t a i l e d  requi rements  such a s  r e q u i r e d  f requency  of moni tor ing ,  f r e -  
quencies  and exposure cut-off  p o i n t s  r e q u i r e d  f o r  c e r t a i n  medical  
procedures ,  e t c .  The model s t a n d a r d  i n  t h e  f i n a l  r u l e  r e p r e s e n t s  an 
a t tempt  by OSHA t o  i n c r e a s e  t h e  f l e x i b i l i t y  of  t h e  s t anda rd ,  making i t  
more a g u i d e l i n e  than  a n  i n f l e x i b l e  p a t t e r n .  The s p e c i f i c  requi rements  
f o r  each of  t h e  1 7  major occupa t iona l  h e a l t h  concerns (such a s  expo- 
s u r e  l i m i t s )  a r e  now t o  b e  determined du r ing  t h e  i n d i v i d u a l  chemical  
rulemaking process .  Each s t anda rd  must,  however, c o n t a i n  p r o v i s i o n s  
f o r  each o f  t h e  major concerns,  u n l e s s  OSHA c i t e s  a r ea son  t o  t h e  
con t r a ry .  Debate on t h e  a p p r o p r i a t e n e s s  o f  any d e v i a t i o n  from t h e  . 
model s t a n d a r d  is  a n  a l lowab le  i s s u e  du r ing  rulemaking. Following is  
a b r i e f  e x p l a n a t i o n  of  each of  17 concerns.  

a )  Scope and App l i ca t ion  
This  s e c t i o n  w i l l  de te rmine  t o  whom t h e  s t a n d a r d  a p p l i e s ,  

as w e l l  a s  d e f i n i n g  t h o s e  who a r e  s p e c i f i c a l l y  excluded. Where 
OSHA deems i t  a p p r o p r i a t e ,  " ac t ion  l e v e l s "  and e x c l u s i o n s  based 
on s m a l l  percentage  components ("percentage exc lus ions")  may be 
inc luded .  A f a c i l i t y  may o b t a i n  a "percentage exc lus ion"  dur ing  
an  i n d i v i d u a l  rulemaking i f  t h e r e  i s  a v e r y  low exposure a t  t h e  
w o r k s i t e  which is  due e n t i r e l y  t o  a v e r y  low pe rcen tage  of t h e  
chemical  i n  t h e  mixture .  S i m i l a r l y ,  ev idence  t o  suppor t  an 
I t  a c t i o n s  l e v e l "  may be  p re sen ted  a t  t h e  i n d i v i d u a l  rulemaking. 
I f  OSHA a c c e p t s  t h i s  ev idence ,  requi rements  f o r  p e r i o d i c  moni- 
t o r i n g ,  medical  s u r v e i l l a n c e ,  t r a i n i n g  and l a b e l i n g  may b e  
l i m i t e d .  Such a r u l i n g  would c l e a r l y  -be a boon t o  R&D f a c i l i -  
t i e s .  DOE h e a l t h  r e s e a r c h  a c t i v i t i e s  should b e  organized  i n  
a n t i c i p a t i o n  of  t h i s  procedure.  

b )  D e f i n i t i o n s  
Any neces sa ry  d e f i n i t i o n s  w i l l  be provided. 

c ) .  . Permis s ib l e  Exposure Limi t  P rov i s ions  (PEL'S) 
This  l i m i t  w i l l  b e  a t  t h e  "lowest f e a s i b l e  l e v e l "  f o r  ca t egory  

I subs t ances .  Determinat ion of  t h e  l i m i t  w i l l  t a k e  i n t o  cons i -  
d e r a t i o n  t e c h n o l o g i c a l  and economic f a c t o r s  p re sen ted  dur ing  i n d i -  
v i d u a l  rulemaking. The PEL f o r  Category I1 subs t ances  w i l l  b e  
determined "as  app ropr i a t e " ,  r a t h e r  t han  be ing  r e s t r i c t e d  t o  t h e  
"lowest f e a s i b l e  l eve l " .  Whether o r  n o t  " c e i l i n g  l i m i t s "  and "eye 
and dermal l i m i t s "  a r e  neces sa ry  w i l l  a l s o  b e  an  i s s u e  f o r  i n d i -  
v i d u a l  rulemaking. A no exposure requirement  may b e  induced i f  
t h e r e  a r e  " s u i t a b l e "  s u b s t i t u t e s .  Act ive  p a r t i c i p a t i o n  i n  t h e  
rulemaking p roces s  may be  r e q u i r e d  on t h i s  i s s u e  f o r  DOE and o t h e r  
a f f e c t e d  p a r t i e s  t o  ensu re  t h a t  a p p r o p r i a t e  c o n s i d e r a t i o n  is g iven  
t o  economic f a c t o r s .  Exposures w i l l  b e  time-weighted averages  
(TWA' s )  . 



The f a c t  t h a t  OSHA i n t e n d s  t o  r e g u l a t e  exposure t o  t h e  
lowes t  f e a s i b l e  l e v e l  f o r  Category 1 subs t ances  and t h a t  t h i s  
must be achieved p r i m a r i l y  through work p r a c t i c e  and eng inee r ing  
c o n t r o l s  probably i n d i c a t e s  t h a t  a g r e a t  d e a l  of money w i l l  be  
spen t  on t h e  i n s t i t u t i o n  of  temporary c o n t r o l s .  OSHA w i l l  
r e q u i r e  t h a t  t h e  b e s t  a v a i l a b l e  eng inee r ing  c o n t r o l s  be  a p p l i e d ,  
even when i n s u f f i c i e n t  t o  b r i n g  a workplace i n t o  f u l l  compliance. 
Methods f o r  c o n t r o l  a r e  bound t o  change a s  technology advances,  
r e q u i r i n g  b a c k f i t  o r  replacement of  o l d  technology.  Apparent ly,  
OSHA i s  hoping t o  f o r c e  t h e  development of  new technology t o  
move more qu ick ly .  

d )  N o t i f i c a t i o n  of  Uses and Emergencies 
Employers w i l l  n o t i f y  OSHA w i t h i n  a s p e c i f i e d  t i m e  pe r iod  

of w i t h i n  30 days of  i n t r o d u c t i o n  of  a p o t e n t i a l  carc inogen  
(Class  I o r  11) o f :  

- l o c a t i o n  of p l a c e  of employment. 

- es t ima ted  .number of exposed employees. 

QSHA.must-also b e ' n o t i f i e d  of  any emergency r e l e a s e  of t h e  
chemical  caused by equipment f a i l u r e ,  e t c .  

e )  Exposure Moni tor ing  
Exposure moni tor ing  is t o  b e  done on t h e  b a s i s  of e ight-hour  

samples. The spec-if ic .methodology of  t h e  moni tor ing  w i l l  b e  
determined dur ing  i n d i v i d u a l  rulemaking, a s  w i l &  p e r i o d i c  moni- 
t o r . i ng  requi rements  ( . qua r t e r ly ,  annua l ly ,  e t c .  ) . S p e c i f i c  
accuracy  requi rements  may a l s o  be  inc luded .  Employers a r e  re-  
qu i r ed  t o  n o t i f y  each employee of moni tor ing  r e s u l t s ,  and where 
exposures  exceed t h e  PEL, i n c l u d e  a s t a t emen t  t o  ' t h i s  e f f e c t ,  
a long  w i t h  a d e s c r i p t i o n  of a c t i o n  be ing  taken  t o  reduce  t h e  
exposure. 

f )  Regulated Areas 
Such a r e a s  w i l l  b e  r e q u i r e d  where Category I subs t ance  

. . cuncent ra r ions  a r e  i n  excess  . o f  t h e  PEL. This  i s  n o t  a rule- 
making i s s u e  f o r  Categary I subs t ances ,  -but c a n . h e  debated f o r  
Category TI s u b s t a n c e s . .  E s t a b l i s h i n g  r e g u l a t e d  a r e a s . w i l l  re- 
q u i r e  marking and n o t i f i c a t i o n  o f  boundar ies  and a d m i n i s t r a t i v e  
' c o n t r o l  t o  prevent  unauthor ized  personnel  from e n t e r i n g .  Ea t ing  
and smoking must a l s o  be prevented  i n l t h e s e  areas. 

' g) Methods of Compliance 
Engineering and work p r a c t i c e  c o n t r o l s  must b e  r~serl t o  

reduce  exposures  t o  t h e  PEL except  where " the  employer e s t a b l i s h e s  
such c o n t r o l s  a r e  n o t  f e a s i b l e " .  Th i s  was one of  t h e  most h o t l y  
debated p o i n t s  of  t h e  e n t i r e  po l i cy .  (Again, "temporary" c o n t r o l s  
a r e  an  i s s u e . )  Within a t ime s p e c i f i e d  i n  t h e  f i n a l  s t anda rd  t h e  
employer must submit a w r i t t e n  compliance program t o  inc lude :  

- - a d e s c r i p t i o n  of  o p e r a t i o n s  r e s u l t i n g  i n  exposure;  



- engineering controls for each process; 

- a report.of technology considered to meet the PEL; 

- a detailed schedule for implemeitation of controls; 

- other relevant information requested by OSHA. 

Supplemental respirators may be used to achieve the PEL only 
after other means have been exhausted. This written plan and 
its implementation is the major undertaking required by the 
standard. In many cases, DOE will already have planned for the 
timetable requirements under SARS; however, this OSHA mandate 
may provide some new problems regarding the legal aspects of 
failing to meet one's own timetable. Apparently, OSHA only 
intends to require the written compliance program from work- 
places which exceed the PEL. Thus, those workplaces which have 
obtained percentage exclusions will be exempt from this require- 
ment as well. 

h) Respiratory Protection 
Respirators are to be used only: 

- during the time period necessary to implement and 
install engineering and work practice controls; 

- where the employer has .established that engineering 
.and work practice controls are not feasible; 

- in work situations where engineering and work practice 
controls are insufficient to reach the PEL; 

- in emergencies. 

Respirators are.to be selected from a'list provided .in the final 
standard and provided to employees at no cost. Employers shall 
assure proper fit ('OSHA will specify qualitative or qLantitative 
fits as appropriate). 

i) . Protective Clothing-Equipment 
Protective Clothing-Equipment must be provided to employees 

-at no .cost where eye- and/or skin exposure is hazardous. Employers 
shall clean, maintain and replace clothing and.equipment. This 
would apply to Category I and I1 substances. Specific requirements 
will be decided at each rulemaking. 

j) . Housekeeping 
A program to minimize accumulation of potential carcinogens 

is required to be :implemented. It must include periodic scheduled 
routine housekeeping, periodic cleaning of dust collection systems, 
and maintaining clean surfaces. Employees are to be informed of 
the program. . 



k) Waste Disposal 
This section prohibits dispersion of carcinogenic wastes 

into the workplace or the workplace of downstream contractors. 
It is not yet known whether "downstream contractors" will be 
interpreted to apply to landfills, and if so, what specific 
modes of disposal will be determined to be appropriate. Also 
unclear is whether this would fall under RCRA (Resource Conser- 
vation and Recovery Act) or OSHA .jurisdiction. This issue will 
be addressed during individual rulemaking. 

1) Hygiene' .Facilities' and Practices 
Hygiene facilities and practices will be required for 

category 1 substance where exposures exceed the PEL or where 
employees must wear protective clothing. Hygiene facilities 
and practices are discretionary for Category I1 substances. 
Requirements for showers, change rooms, "clean" and "dirty" 
locker rooms and filtered air lunchrooms will be determined 
in individual rulemaking. Requirements in this area could 
result in new building requirements. 

m) Medical Surveillance 
A medical surveillance program must be instituted for 

employers specified in the individual rulemakings ( on the basis 
of length and duration of exposure). These employees shall be 
offered medical exams by a licensed physician without cost to 
the employee and offered other appropriate medical tests free 
of charge. The surveillance program will include: 

- Initial examinations, including work history, medical 
history, physical examination, history of family. 
Specific tests may be required. 

- Periodic.examinations will be required. at speciiic 
intervals determined in the individual .rulemaking. 

- Medical examinations will be given upon termination 
of work. 

- . Additional examinations may be required if certain 
symptoms appear. 

. . 

The physician must be supplied with a copy of the standard and 
information regarding the employee's work surroundings. The 
physician musr give a written opinion to the employer, stating 
whether the employee has any condition which places him at 
"increased risk of material impairment" to health as a result 
of exposure. The employee shall be provided with a copy of 
this opinion by the employer. The licensed physician may be 
the company physician. There is still some controversy over 
this point. 

Clearly, these requireuents will 5ii nlauy cases require 
much mo.re sophistic,ated programs. 'Many'companies are turning 



to computerized surveillance to help them achieve compliance. 
Such compliance is likely to be a costly undertaking, particu- 
larly for such facilities as DOE plants located in remote 
Western sites near the coal supply. 

n) Empl.oyee Information and Training 
.A program to cover' this requirement will provide information 

from thk final standard, description and use of respirators and 
the medical surveillance program, the engineering and work 
practices and likely situations of exposure. The employer 
may be required to provide all training materials to OSHA. 
Employees requiring training will be designated. 

o) Signs and Labels 
Where a potential carcinogen may be present or where ex- 

posures exceed action levels, the employer shall post signs 
stating: DANGER (NAME OF SUBSTANCE) CANCER HAZARD, AUTHORIZED 
PERSONNEL ONLY. Where exposures exceed the PEL, the sign must 
also state: "Respirator Required" Containers of, and .products 
containing the potential carcinogen shall be labeled DANGER, 
CONTATNS (NAME) , CANCER HAZARD. 

These requirements are extensive and could.clearly require 
much additional work. One item of concern here is that some 
contractors. may refuse to handle containers labeled "Cancer 
Hazard". This situation may eventually necessitate some addi- 
tional training or educational program and at the least may be 
expected to cause some minor delays. 

p) . Recordkeeping 
Records must be kept of. all required mon.itoring, including 

dates, number.and duration of each sample, a description of the 
'sampling procedure and the analytical techniques used. Names 
and social security numbers of monitored employees must be kept. 
The period. for which .these.records must be kept by the employer 
(preceeding a transfer to OSHA) will be specified in the standard. 

Records of medical surveillance, copies of physicians' written 
opinions, copies of employee's work histories, and any complaints 
must be kept for a specified time period. All records must be 
made available on request to OSHA or the affected employee or 
designated representative. Records must be transferred to the 
successor or to OSHA in the case of an employer ceasing to do 
business. 

Again, the extensive nature of these requirements makes 
computer assistance in compliance almost a necessity. Of further 
note is the probability that similar records may be required in 
the foreseeable future for all employees regardless of what 
chemicals they work with. 

q) Observation of Monitoring 
~ m p z r ' . t h e i r  repregentatives may observe monitoring 

procedures, and are .entitled 'to receive an. explanation of .proce- 



d u r e s ,  s e e  i n d i v i d u a l  s t e p s  t aken ,  and r e c o r d ' r e s u l t s  ob ta ined .  
They must b e  p rov ided .wi th  p r o t e c t i v e  c l o t h i n g  and equipment 
du r ing  obse rva t ion ,  where neces sa ry .  

Summary 

Each of  t h e s e  17  major concerns w i l l  be  addressed  i n  t h e  f i n a l  
s t anda rd  f o r  each chemical  r egu la t ed .  I f  any of  t h e  concerns are n o t  
addressed  i n  t h e  requi rements  of  a  p a r t i c u l a r  s t anda rd ,  OSHA must 
j u s t i f y  t h e  r ea sons  f o r  omission. This  i s  an  i s s u e  t h a t  may b e  debated 
d u r i n g . i n d i v i d u a 1  rulemaking. The model s t anda rd  i s  based on t h r e e  
p r i n c i p l e s  which cannot  be  changed o r  modif ied wi thout  amending t h e  
r u l e .  They w i l l  always be  p r e s e n t  i n  every  f i n a l  s t anda rd .  They a r e :  

o  Worker exposure t o  Category I P o t e n t i a l  Carcinogens w i l l  
b e  reduced t o  t h e  "lowest f e a s i b l e  l e v e l " .  

o  P e r m i s s i b l e  exposure l e v e l s  w i l l  be  achieved p r i m a r i l y  
through eng inee r ing  and work p r a c t i c e  c o n t r o l s .  

o  Medical examinat ions and pe r sona l  p r o t e c t i v e  equipment 
r e q u i r e d  by i n d i v i d u a l  s t a n d a r d s  w i l l  b e  provided a t  no 
c o s t  t o  t h e  employee. 

C l e a r l y ,  t h e  p r i n c i p l e  i m p l i c a t i o n  t o  DOE of  t h e  model s t anda rd  is  
t h a t  a major i n d u s t r i a l  hygiene and systems eng inee r ing  e f f o r t  w i l l  be  
r equ i r ed  t o  add res s  t h e  q u e s t i o n s  of f e a s i b i l i t y  of  eng inee r ing  v e r s u s  
work p r a c t i c e  c o n t r o l s .  Unavoidably, e x t r a  c o s t s  w i l l  b e  involved 



Comparison: OSHA Model Regulations 

and - 
FE OSH Manual Standards for Carcinogens 

Following is a listing-of all requirements of the OSHA model regulations 
that either differ from or are not included in the FE Programs OSH 
manual. 

Permissible Exposure Limits Provisions 

- Inhalation exposure shall be measured .as an eight hour time 
weighted average. The limit is to be set at the "lowest 
feasible level". 

- Where the Secretary requires a substitute to be used; the 
Secretary shall consider availability, practicability, rela- 
tive degree of hazard and economic consequences. 

- Limits for dermal and eye exposure will be set on a case-by- 
case basis. 

: Noti.fication of Use and Emergencies 

Within 30 days after promulgation of a.standard or after introduction 
of the substance in the workplace, every employer using the substance 
must report' to the OSHA Area Of.fice the location of the worksite and 
an estimate of.employees exposed.' 

Emergencies are to be reported within a specified number of hours, or 
during the first federal working day after to the OSHA Area Office. Upon 
request, the employer must also furnish written information regarding 
employee exposure and measures taken to prevent recurrences. 

Exposure Monitoring 

- Exposure is that which would occur if the employee were not 
'.wearing a respirator. 

- Provisions for initial and routine monitoring are covered in 
the FE manual. 

- Additional monitoring may be required if there is a-process, 
production,. control or personnel change. 

- Within a specified time period as appropriate, the employer 
must notify each employee in writing of the results of 
monitoring which represent his exposure. 

- When the exposure has exceeded permissible limits, the notice 
must include that informatisn, as well as a description of 
corrective action being taken. 



Accuracy of Measurement 
Requirements to be set case-by-case. 

.Regulated Areas 

.These provisions are similar to those in the FE manual. 

Methods of Compliance. 

Engineering and Work Practice Controls 
Engineering-controls are to be implemented even if they will not 
be sufficient to reduce exposures to the permissible limits, 
except to the extent the employer establishes that such controls 
are not feasible. 

Compliance Program 
The employer must establish a written program to reduce exposures 
to permissible limits. This requirement is partially covered 
in the FE manual (page 1-1, paragraph 3a). Further requirements 
for the plan are: 

(1) a description of each operation resulting in employee 
exposure ; 

(2) engineering plans or other studies contemplated or 
used ; 

( 3 )  a report of technology under consideration; 

(4) detailed schedule for the implementa~ion of controls; 

(5) other relevant in£ ormat ion. 

Plans are to be submitted, on request, to the Assistant Secretary 
and the Director, and are to be made available at the worksite. 

Respiratory Protection 
Compliance within permissible exposure limits may not be achieved 
by use of respirators except: 

(1) during the time period necessary to install controls; 

(2) in operations in which the employer establishes that 
controls are not feasible; 

(3) in situations where feasible controls are not sufficient; 

(4) in emergencies. 

Other Requirements are': 

- .respirators as well as other required-protective equipment 
and clothing are required to be provided at no cost to 
.the employee ; 



- r e s p i r a t o r s  used must b e  from among . t hose  approved by 
NIOSH under 30 CFR P a r t  I1 (The FE manual r e f e r e n c e s  t h e  
NIOSH Resp i r a to ry  P r o t e c t i o n  Guide) ( V I - 9 ) ;  

- employees who wear r e s p i r a t o r s  must be  al-lowed t o  wash 
t h e i r  f a c e  and r e s p i r a t o r  f a c e  p i e c e ,  t o  p reven t  s k i n  
i r r i t a t i o n ;  

- employer s h a l l  a s s u r e  p rope r  r e s p i r a t o r  f i t  ( requi rements  
f o r  f i t - t e s t i n g  t o  b e  i n d i c a t e d  a s  a p p r o p r i a t e ) .  

Emergencies 
A w i r i t t e n , p l a n  must be  developed f o r  emergency s i t u a t i o n s .  

A l e r t i n g  Employees 
Where t h e r e  is  a p o s s i b i l i t y  of  employee exposure due t o  an 
emergency, a  gene ra l  a la rm must be  i n s t a l l e d  t o  promptly a l e r t  
employees. 

Evacuat ion 
Procedures  a r e , c o v e r e d  i n  t h e  FE manual. 

P r o t e c t i v e  Clo th ing  and Equipment 
Also covered i n  t h e  FE manual. 

Housekeeping 

The housekeeping program must i nc lude :  

- schedu l ing  of r o u t i n e  housekeeping; 

- p e r i o d i c  c l e a n i n g  of  d u s t  c o l l e c t i o n  systems;  

- p r o v i s i o n  f o r  a s s i g n i n g  pe r sonne l  t o  housekeeping procedures ;  

- p r o v i s i o n s  f o r  informing employees.about  t h e  housekeeping 
.program. 

Waste 'D i sposa l  

Label ing  p r o v i s i o n s  a r e ' c o v e r e d  i n  t h e  FE manual. . ( S p e c i f i c  d i s p o s a l  
methods . a r e  t o .  be  implemented a s  a p p r o p r i a t e . )  

~ r o v i s i o n s  r ega rd ing  Hygiene f a c i l i t i e s  and p r a c t i c e s ,  Change rooms and 
Showers . a r e . s imi1a r  ko t h o s e  i n  t h e  FE manua1;except t h a t  29 CFR 
1910.141 is  s p e c i f i c a l l y  noted  a s  t h e  g u i d e l i n e  t h a t  must b e  complied 
wi th ,  

Lunchrooms 

Whenever food o r  beverages a r e  consumed i n  t h e  workplace, t h e  employer 
must provide  f a c i l i t i e s  t h a t  .have a  temperature:  c o n t r o l l e d , - p o s i t i v e  
p r e s s u r e ,  f i l t c r c d  a i r  supply  aad a r e  r e a d i l y  acces s ' i b l e  t o  exposed 
employees. 



Medical Surveillance 

General Provisions are essentially the same as in the FE manual. 

Initial Examinations 
Initial examinations should include at least the following: 
a work history, a medical history and physical examination with 
direct emphasis towards the organs or systems likely to be affected 
and must include personal and family history of the employee. 

Periodic Examinations 
Provisions are the same as in the FE manual except that an 
employer must make the prescribed physical exam available to 
employees upon termination if they have not already had such an 
exam. 

Additional Examinations 
Additional examinations are to be provided if the employee develops 
any signs or symptoms of exposure to the hazardous substance in 
quest ion. 

Information Provided to the Physician 

Employer must provide: 

- a copy of the OSHA standard and appendices; 

- a description of the employee's duties as they relate to 
exposure ; 

- the employee's representative exposure level (or anticipated 
level for pre-placement exams); 

- description of any personal protective equipment being used; 

- names and addresses of physicians who previously provided 
med.ical examinations to the employee under sponsorship of 
the employer. 

Physician's Written Opinion 
The written opinion to be obtained by the employer is to include: 

- the physician's certification..that he has received all -the 
above informat.ion and has performed all appropriate 
examinations and tests; - 

- the physician's opinion as to whether the employee has any 
condition which would place himlher at an increased risk 
due to exposure to. substance in question; 

- any recommendations. regarding limits of exposure, use of 
protective.clo.thing and equipment; 



- a s t a t emen t  t h a t  t h e  employee h a s  been informed by t h e  
phys i c i an  of t h e  r e s u l t s  of  t h e  exam; 

- t h e  employer must i n s t r u c t  t h e  phys i c i an  n o t  t o  r e v e a l  i n  
t h e  w r i t t e n  op in ion  s p e c i f i c  f i n d i n g s  t h a t  a r e  n o t  r e l a t e d  
t o  occupa t iona l  exposure;  

- t h e  employer must p rov ide  a  copy of  t h e  w r i t t e n  opin ion  t o  
t h e  employee. 

Employee Tra in ing  Program 

Prov i s ions  a r e . s i m i l a r ,  b u t  some of  t h e  fo l lowing  informat ion  may be  
r equ i r ed  t o  be  provided a s  a p p r o p r i a t e :  

- t h e  i n fo rma t ion  conta ined  i n  t h e  Appendices t o  t h e  OSHA 
Standard ; 

- purpose,  p roper  u s e  and l i m i t a t i o n s  of  r e s p i r a t o r s ;  

- eng inee r ing  and work p . r ac t i ce  c o n t r o l s ,  t h e i r  f u n c t i o n  and 
t h e  employee's r e l a t i o n s h i p  t h e r e t o ;  

- a review of t h e  OSHA s t anda rd .  

Access t o  T ra in ing  M a t e r i a l s  

The OSHA s t a n d a r d  and i t s  Appendices must b e  r e a d i l y  a v a i l a b l e .  The 
employer must provide  on r eques t  a l l  m a t e r i a l s  r e l a t i n g  t o  employee 
in fo rma t ion  and t r a i n i n g  t o  t h e  A s s i s t a n t  S e c r e t a r y  and t h e  D i r e c t o r .  

S igns  

- Must b e a r  t h e  legend:  

DANGER 
(Appropr ia te  t r a d e  o r  common name) ---- q.,.. 

CANCER HAZARD 
AUTHORIZED PERSONNEL ONLY 

- Must be i l l u m i n a t e d . a n d  c leaned  a s  necessary .  

- Where a i r b o r n e  c o n c e n t r a t i o n s  exceed p e r m i s s i b l e  exposure 
l e v e l s ,  s i p s  m i l s t  also read:  "Resp i r a to r  Requircd", 

Labels  

Labels  must remain a f f i x e d  when . the  subs t ance  o r  products  con ta in ing  t h e  
subs tance  a r e  d i s t r i b u t e d .  Labels  must r ead :  

DANGER 
CONTAINS 
CANCER HAZARD 



Recordkeeping 

Exposure Monitoring 

Employer's ;ecord must include : the dates, number, duration 
and results of each sample taken; a.description of the sample 
and the procedure and the analytical methods.used; type of 
respiratory protection used, if any;- name, social security 
number, and job classification of all employees monitored. 

Medical Surveillance 

The employer's record is to include: a copy of the physicians' 
written opinions; any employee's medical complaints related to 
exposure to the hazardous substance; a copy of the information 
provided to the physician; a copy of the employee's work history. 

Availability 

All required records must be available upon request to the 
Assistant Secretary and the Director. Employee exposure measure- 
ment recprds, and. medical records, are to be made available upon 
request to the employee, for&er. employee, or designated represen- 
tative. 

Transfer of Records 

Whenever the employer ceases to do business, the sucessor 'employer 
shall receive and. retain all records. When there is no successor 
emp1oyer;the records shall.be transmitted to the Director.. At 
the expiration of the retention period, records are to be trans- 
mitted by the employer to the Director. 

Observation Procedures 

The provision allowing employees or their representatives to 
observe monitoring procedures are equivalent to those i.n the FE 
manual; with the additions that employers must provide the 
observer with protective clothing and equipment. 

Also, without interfering with the monitoring, the observers are 
entitled to receive an explanation of the procedures, observe 
all steps, and record the results. 



Attachment I 

KNOWN CARCINOGENS 

IN COAT, GASIFICATION/LIOUEFACTION 

Polynuclear Aromatics 

pyrene 
chrysene 
5-methylchrysene 
benz(a)anthracene 
benzo(c)phenanthrene 
benzo (j , b) fluoranthane 
benzo (a) pyrene 
dibenz(a,h)anthracene 
benzo(n,n)perylene 

Nitrogen Heterocyclics 

bismorpholino methane 
3,4 dihydroxyphridine 
7-methylbenz(c)acridine 

Nitrogen'Non Heterocyclics 

ace t amide 
B-naphthylamine 
semi carbazide 
cyclohexanone 
cyclohexanol 

Metals. (in flyash) 

arsenic. 
beryllium 
cadmium 
chrome 
coLal t 
iron 
lead 
nickel. 
mercury 
selenium 



SUSFECTED CARCINOGENS 

Polynuclear Aromatics 

Naphtalene 
Acenaphtene 
Anthrocene 
3-Methylfluoranthene 
Indenopyrenes 
cholanthrene 
5-methylchrysene 
n,n, dimethybenz(a)anthracene 
2-methylbenzol(c)phenanthrene 
benzo (k) fluanthene 
3-methylbenzol(a)pyrene 
perylene 
dibenzo(a,n)anthracene 
dibenzo(a,n)pyrene 
dibenzo(a,n)pentaphene 
peropyrene 

Nitrogen Heterocyclics 

indole 
benz(c)acridine 
phenazines 
diethylacetamide 
toluidine 
diphenylamine 
benzidine 
4-amino-biphenyl 
4,4 methylenedianline 
N,2 naphthylhydroxylamine 
hyclrazlne 
azobenzene 
dimethylsulfate 
dimethylsulfoxide 
N,N diethylacetamide 
aminoazobenzene 

phenols 

phenol 
0-chlorophenol 
xylenol 



Carboxylic Acids 

anthronilic acid 
quinones 
acetalhyde . 

Others 

dioxane 
e than01 
ethylene glycol 
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OCCUPATIONAL SAFETY ANr AEALTH 
- --- - 

STANDARDS AND INTERPRETATIONS 

GENERAL 

This Par t  establishes criteria and procedures other parts of this Chapter. In the event of a con- 
for the identification, classification, and regula- flict, the procedures contained in this Par t  shall 
tion of potential* occupational carcinogens found govern the identification, classification, and regu- 
in each workplace in the United States regulated lation of potential occupational carcinogens. This 
by the  Occupational Safety and Health Act of Part  may be referred to as "The OSHA Cancer 
1970 (the Act). The procedures contained in this Policy." 
Pa r t  supplement the procedural regulations in 

The Act provides, among other things, thal 
"the Secretary, in promulgating standards deal- 
ing with toxic materials or harmful physical 
agents under this subsection, shall set the stan- 
dard which most adequately assures, to the 
extent  feasible, on the basis of the best available 
evidence, that no employee will suffer material 
impairment of health of functional capacity even 
if such employee has regular exposure to  the haz- 
ard dealt with by such standard for the period of 
his or her working life. Development of standards 
under this subsection shall be based upon 
research, demonstrations, experiments, and such 
other information as  may be appropriate. In addi- 

tion to  the attainment of the highest degree of 
health and safety protection for the employee, 
other considerations shall be the latest available 
scientific data in the field, the feasibility of the 
standards, and experience gained under this and 
other health and safety laws. Whenever practica- \ 
ble, the standard promulgated shall be expressed 
in terms of objective criteria and of the perform- 
ance desired" (section 6(b)(5)). I t  is the purpose of 
the regulations of this Part  to carry out the intent 
of the Act with respect to the identification, 
classif!cat.ian, and regulatiun of potential occupa- 
tional carcinogens. 

Terms used in this Pa r t  shall have the mean- strator of the United States Environmental 
ings set  forth in the Act. In addition, as used in Protection Agency, ui' designee.. 
this Par t ,  the following terms shall have the 
meanings set forth below: "Chairperson of CPSC" means the Chairman of 

"Act" means the Occupational Safety and the ~ n i t ' e d  States Consumer Product Safety 

Health Act of 1970 (Pub. L. 91-596,84 Stat .  1590 Commission, or designee. 

et seq., 29 U.S.C. 551 et seq.). 
"~ommissionsr of FDA" means the Commis- 

"Administrator of EPA" means the Admini- sioner of the Food and Drug Administration, 
\ 

Change 10 1 
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'Jnited States Department of Health and Human 
lervices, or designee. 

"Director of NCI" means the Director of the 
National Cancer Institute, United States Depart- 
ment of Health and Human Services, or designee. 

"Director of NIEHS" means the Director of the 
National Institute of Environmental Health 
Sciences, United States Department of Health 
and Human Services, or designee. 

"Director of NIOSH" means t h e ' ~ i r e c t o r  of the 
National Institute for Occupational Safety and 
Health, United States Department of Health and 
Human Services, or designee. 

.!.'Secretary of HHS" means the Secretary of the 
United States Department of Health and Human 
Services, or designee. 

"Mutagenesis" means the induction of heri- 
table changes in the genetic material of either 
somatic or germinal cells. 

- -- 

STANDARDS AND INTERPRETATIONS 

"Positive results in short-term tests" means 
positive results in assays for two or more of the 
following types of effect: (1) the induction of DNA 
damage and/or repair; (2) mutagenesis in bacte- 
ria, yeast, Neurospora or Drosophila melano- 
gaster; (3) mutagenesis in mammalian somatic 
cells; ( 4 )  mutagenesis in mammalian germinal 
cells; or (5) neoplastic transformation of mamma- 
lian cells in culture. 

"Potential occupational carcinogen" means any 
substance, or .  combination or mixture of sub- 
stances, which causes an increased incidence of 
benign and/or malignant neoplasms, or a sub- 
stantial decrease in the latency period between 
exposure and onset of neoplasms in humans or in 
one or more experimental mammalian species as  
the result of any oral, respiratory or dermal 
exposure, or any other exposure which results in 
the induction of tumors a t  a site other than the 
site of administration. This definition also in- 
cludes any substance which is metabolized into 
one or more potential occupational carcinogens 
by mammals. 

REVIEW PANEL 

(a) General. At any time, the Secretary may 
request the Director of NCI, the Director of 
NIEHS and/or the Director of NIOSH to convene 
a scientific review panel ("the panel") to provide 
recommendations to the Secretary in the identifi- 
cation, classification, or regulation of any poten- 
tial occupational carcinogen. 

(b) Membership.. The panel will consist .of indi- 
viduals chosen by the respective Director(s). The 
.panel will consist of individuals who are appro- 
priately qualified in the disciplines relevant to 
the issues to be. considered, and who are 
employed by the United States. The panel.does 
not constitute an advisory committee within the 
meaning of sections 6!b) or 7(b) of the Act, or the 
Fedcrnl Advisory Commitlee Act (Pub. I,. 
92-463,86 Stat. 770). 

(c) Report. The Secretary shall request that  the 
panel' submit a report of i t s .  evaluation within 
ninety (90) days after the appointment of the 
members of the panel.-The Secretary shall place a 
copy of the report'.in the record of any relevant 
rulemaking undertaken pursuant to  this Par t  and 
allow an appropriate time for public review and 
comment. If a panel is not established or fails to  
file a timely report, or if the Secretary deter- 
mines that  it is necessary to proceed without 
.waiting for the panel's report, the Secretary may 
proceed in making any determination without 
.such report. 

(d) Other aid and assistance. Nothing herein 
precludes the Secretary from obtaining advice or 
other aid from any person or organization includ- 
ing NCI, NIEHS, and NIOSH. 
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COMMITTEES 

The Secretary may appoint an Advisory Com- the date of the Advisory Committee's appoint- 
mittee, pursuant to sections 6(b) and 7 of the Act, ment, unless extended by the Secretary for 
and 29 CFR Par t  1912, concerning any potential exceptional circumstances. If an Advisory Com- 
occupational carcinogen. The Secretary shall mittee fails to file a timely report, the Secretary 
require the Advisory Committee to submit .its .may proceed in standard setting activities with- 
recommendations to assist the Secretary in stan- out such a report. 
dard setting no later than ninety (90) days from 

THIS POLICY 

(a) Initation of review of this policy.- 

( 1 )  Secretary's request. No later than every 
three  (3) years from the effective date of this 
Pa r t ,  or from the last general review, the Sec- 
re tary  shall request the Director of NCI, the 
Director of NIEHS and/or the Director of 
NIOSH, to  review this Pa r t  and render their 
opinions on whether significant scientific or 
technical advances made since the effective 
date of this Pa r t  warrant any amendment to 
this Part.  The request shall ask that  the answer 
be provided to the Secretary within one hun- 
dred twenty (120) days. 

(iii) For the purposes of this Par t ,  substan- 
tial new issues a re  issues which differ signifi- 
cantly from those upon which the Secretary 
has reached a conclusion in the rulemaking 
establishing this Par t  (including the conclu- 
sions reached in the preamble.) 

(iv) Each petition to amend this part shall \ 

contain a t  least the following information: 

( a )  Namo and address of pet.if.inner; 

( b )  The provisions which the petitioner 
believes are  inappropriate; 

(2) Recommendations by the institutes. At any ( k )  All data, views und argumontc d i e d  
time, the Director of NCI, the Director of upon by the petitioner; and 
NIEHS and/or the  Director of NIOSH may sub- 
mit recommendatiuons to  the Secretary for (d )  A detailed statement and analysis as  
amendments to this Pa r t  whenever any of them to why the petitioner believes that  the 
believes that  scientific or technical advances data, views and argilments presented by 
justify such amendments. petitioner: 

(3) Petitions from the public. 

(i) Any interested person may petition the 
Secretary concerning amendments to this 
Pa r t  based upon substantial new issues or 
substantial new evidence. 

(ii) For the purposes of this Par t ,  substantial 
new evidence is evidence 'which differs signi- 
ficantly from that  presented in establishing 
this Par t ,  including amendments. 

( i )  Constitute substantial new issues or 
slrhst,ant,ial new evidence; and . 

(ii) Are so significanl; as to warrant 
amendment of this Part.  

(b) Response to recommendations and 
petit~ons. 

(1 )  By the institutes. Whenever any Director 
recommends an amendment o t  this part,  the 

19WH).1O6(b)(l) 834.30 Change 1G i 
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1 Secretary shall, within one hundred twenty petition pursuant to section 1990.106(a)(3),. the 
(120) days after receipt of the recommendation, Secretary shall: 
publish in the Federal Register, a notice which 

(i) refer the petition to the Director of NCI, 

(i) states the reasons why the Secretary has 
the Director df NIEHS and/or the Director of 
NIOSH, in which case the provisions of 

determined not to commence a rulemaking 
proceeding to amend this Part ,  in whole or in 1990.106(a) and ( b ) ( l )  are  applicable; or 

part,  a t  that time; or (ii) appoint an advisory committee; 

(ii) commences a rulemaking proceeding to 
consider amending this Part  accordingly; or (iii) deny the  petition, briefly giving the 

reasons therefor: or 

(iii) appoints an Advisory Committee as pro- 
vided for by 1990.105 of this Part  and sec- (iv) commence a rulemaking proceeding to 

tions 6(b) and 7 of the Act. consider amending this Par t  accordingly. 

(3) On the Secretary's motion. At any time, the 
(2) By the public. Within ninety (90) days, or as Secretary may, on his own motion, commence a 
soon thereafter as possible, after receipt of a rulemaking proceeding to amend this Part .  

THE OSHA CANCER POLICY 

STATEMENT 
REGULATORY POLICY 

(a) This Part  establishes the criteria and proce- 
dures under which substances will be regulated 
by OSHA as potential occupational carcinogens. 
Although the conclusive identification of "car- 
cinogens" is a complex matter "on the frontiers of 
science," (IUD v. Hodgson 499 F. 2d 467, 474 
(D.C. Cir. 1974)), responsible health regulatory 
policy requires that criteria should be specified 
for the identification of substances which should 
be regulated as posing potential cancer risks to 
workers. 

(b) The criteria .established by 'this Par t  are 
based on an extensive review ~f scientific data 
and opinions. The- Part  provi.les for. amending 
these criteria in light of new scientific develop- 
ments, Decisions as  to whether any particular 
substance meets the criteria or nnt.  will be 
consistent withthe policies and procedures estab- 
lished by the Part  and will be based upon scientif- 
ic evaluation of the evidence on that  substance. 

(c) This pa r t  applies to individual substances,. 
groups of substances, or combinations or mix- 

tures of substances which may be found. in 
workplaces in the United States. In individual 
rulemaking proceedings under this Part ,  the 
identity and.range of substances and mixtures to 
be covered by the standard will be specified and 
the appropriateness of applying the avaliable 
evidence to the range of substances and mixtures 
proposed for regulation will be subject to scientif- 
ic and policy review. 

(d) Potential occupational carcinogens will be 
identified and classified on the basis of human 
epidemiological studies and/or experimental car- 
cinogenesis bioassays in mammals. Positive 
results in short term tests will also be used as 
concordant evidence. 

(e) Potential occupational carcinogens will be 
classified and regulated .in accordance with the 
policy. The scientific evidence as to whether indi- 
.vidual substances meet these criteria will be con- 
sidered in individual rulemakings. The issues 
which may be considered in these rulemakings 
will be limited as specified.herein. 

i' Change 10 834.3 1 1990.1 11(e) 
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(f) This policy provides for the classification of 
potential occupational carcinogens into two cate- 
gories depending on the nature and extent of the 
available scientific evidence. The two categories 
of potential occupational carcinogens may be 
regulated differently. 

(g) The policy establishes a procedure for setting 
priorities and making them public. 

(h) Worker exposure to Category I Potential 
Carcinogens will be reduced to the lowest feasible 

through engineering and work practice controls. \ 

(i) The assessment of cancer risk to workers 
resulting from exposure to  a potential occupa- 
tional carcinogen will be made on the basis of 
available data. Because of the uncertainties and 
serious consequences to workers if the estimated 
risk is understated, cautious and prudent 
assumptions will be utilized to perform risk 
assessments. The form and content of the risk 
assessment will thus depend on the Secretary's 
judgment of the available data. 

level, ~ h m a r i l ~  through the use of engineering (k) Where the Secretary determines that  one or 
and work practice controls. This is predicated in more suitable exist for certain uses of 
part. upnn the finding that  no methods have been Category 1 Potential Carcinogens that  are less 
demonstrated for establishing exposure levels for hazardous to humans, a no occupational exposure 
carcinogens, acting singly or in combination* level shall be set  for those uses, to be achieved , ~ C ~ O W  which risks tn exposed workers would be solely through the use of engineering and work 
absent. practice controls to encourage substitution. In 

determining whether a substitute is suitable, the 
( i )  Worker exposure to  Category 11 Potential Secretary will cons~der the tscl~~rulugical and 
Carcinogens will be reduced as appropriate and economic feasibility of the introduction of the 
consistent with the  statutory requirements on a substitute, including its relative effectiveness 
case-by-case basis in the rulemaking proceedings and other relevant factors, such as regulatory 
on individual substances. Any permissible expo- requirements and the time needed for an orderly 
sure level so established shall be met primarily transition to  the substitute. 

CARCINOGENS 
POTENTIAL 

The following criteria for identification, classi- 
fication and regulation of potential occupat~onal 
carcinogens will be applied, unless the Secretary 
considers evidence under the provisions of 
1990.143, 1990.144 and 1990.145 and determines 
that  such evidence warrants an exception to 
these criteria. 

(a) Category I Potential Carcinogens. A substance 
shall be identified, classified, and regulated as a 
C a f e p r y  I Potential Carcinogen if, upon scientif- 
ic evaluation, the Secretary determfnes lliat the 
substance meets the definition of a potential 
occupational carcinogen in (i) humans, or (ii) in a 
single mammalian species in a long-term bioassay 
where the results a re  in concordance with some 
other scientifically evaluated evidence of a poten- 
tial carcinogenic hazard, or (iii) in a single mam- 
malian species in an adequately conducted long- 

term bioassay, in appropriate circumstances 
w11e1-e 111e 3ecretary dotormines the r~rliiirement 
for concordance is not necessary. Evidence of 
concordance is any of the following: positive 
results for independent testing in the same or 
other species, positive results in short-term tests, 
or induction of tumors a t  injection or implanta- 
tion sites. 

(b) Category II Potential Carcinogens. A substance 
shall be identified, classified, and regulated as a 
Category I1 Put.ent.i~.l Carcinogen if, upon scien- 
tific evaluation, the Secretary determines that: 
(i) the substance meets the criteria se t  forth in 
1990.112(&), but the evidence is found by the 
Secretary to be only "suggestive" or (ii) the sub- 
stance meets t.hn criteria se t  forth in 
1990.112(a) in a single mammalian species with- 
out evidence of concordance. 

1990.112(b) 834.32 Change 10 1, 
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PRIORITY SETTING 
I 

. a ,  
1990.12 1 -CANDIDATE LIST OF POTENTIAL 

OCCUPATIONAL CARCINOGENS 

(a) Contents. The secretary shall prepare a list of 
substances (the "Candidate List") which are  
reported to be present in any American work- 
place and which, on the basis of a brief scientific 
review of available data, may be considered can- 
didates for further scientific review and possible 
regulation as Category I Potential Carcinogens or 
Category I1 Potential Carcinogens. For the pur- 
poses of this paragraph, "available data" means: 

(b) Tentative classification. The Secretary may 
tentatively designate suljstances on the Candi- , 

date List as candidates for classification as  
Category I Potential Carcinogens or a s  Category 
I1 Potential Carcinogens, or may list substances 
without a tentative designation, based on the 
brief scientific review of available data for the 
purpose of initiating a more extensive scientific 
review. 

(1) The data submitted by any person; 

(2) Any data referred to by the Secretary of 
HHS or by the Director of NIOSH, either in the 
latest list entitled "Suspected Carcinogens" or 
any other communicaton; 

(3) Literature referred to in U.S. Public 
Health Service, Publication No. 149; 

(4) Data summarized and reviewed in Mono- 
graphs of the International Agency for 
Research on Cancer (IARC) of t h e .  World 
Health Organization; 

(5) The Toxic Substances Control Act Inven- 
tory of Chemical Substances, published by the 
Community Mental Health Centers Extension 
Act of 1978, sec. 404(a)(9), 42 U.S.C. see. 285. 

(c) No legal rights established. The inclusion or  
exclusion of any substance from the Candidate 
List shall not be subject to judicial review nor be 
the basis of any legal action, nor shall the exclu- . 
sion of any substance from the list prevent the 
regulation of that  substance as  a potential occu- 
pational carcinogen. The inclusion of a substance 
on the Candidate List and its possible tentative 
designation as  a Category I Potential Carcinogen 
or a Category I1 Potential Carcinogen therein do 
not reflect a final scientific determination that  
the substance is, in fact, a Category I Potential 
Carcinogen or a Category I1 Potential Carcino- 
gen. It is a policy determination based on the 
brief scientific review that  the Secretary should 
conduct a thorough review of all relevant scientif- 
ic data concerning the substance. . 

PETITIONS 

Whenever the Secretary receives any informa- . available data, as defined in 1990.121(a). The 
tion submitted in writing by any interested per- results of the Secretary's review shall be trans- 
son concerning the inclusion or omission of any mitted to the petitioner, together with a short 
substance from the Candidate List, the Secretary statement of the Secretary's reasons therefor, 
shall briefly review the information and any other and made public upon request. 

Change 10 
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1990.13 1 --PRIORITY LISTS FOR REGULATING 
POTENTIAL OCCUPATIONAL CARCINOGENS 

4 

The Secretary shall establish two priority lists 
for regulating potential occupational carcinogens. 
One list should include approximately ten (10) 
candidates for rulemaking as  Category I Poten- 

.- tial Carcinogens; the o t h e r  approximately ten 
(10) candidates for rulemaking as Category I1 
Potential Carcinogens. The order of placement of 
substances on these lists will not reflect the 
Secretary's determination of the  exact order in 
which these substances should be regulated in 
rulemakina proceedinas but rather a policy 
determination that  the  Secretary plans to ad- 
dress some or all of these substances prior to pro- 

ceeding with a thorough scientific review of data 
concerning other substances on the Candidate 
List. The inclusion or exclusion of any substance 
on these lists shall not be subject to judicial 
review or be the basis for any legal action. The 
Secretary may regulate a potential occupational 
carcinogen which has not been placed on these 
lists. The inclusion of a substance on either of 
these lists does not reflect a final scientific 
determination that  the substance is, in fact, a 
C a t e ~ o r y  I Potential Carcino~en or a C a t e ~ o r y  I1 
Potential Carcinogen. 

1990.132--f ACTORS CONSIDERED 

(a) The setting of priorities is a complex matter 
which requires subjective and policy judgments. 
I t  is not appropriate to  establish a rigid formula 
or to assign predetermined weight to each factor. 
The identification of some of the elements is to 
guide the OSHA staff and inform the public 'on 
the' development of priorities. It is not intended 
to create any legai rights with respect to the set- 
ting of priorities. 

@) Some factors which may be taken into 
account in setting priorities for regulating poten- 
tial occupational carcinogens, when such data are  
available, are: 

(1) The estimated number of workers exposed; 

(2) The estimated levels of human exposure; 

(3) The levels of exposure to  the substance 
which have been reported to cause an increased 
incidence of neoplasms in exposed humans, 
animals or both; 

(4) The extent to which regulatory action 
could reduce not only risks of contracting 
cancer but also other occupational and envi- 
ronmental health hazards; 

(5) Whether the molecular structure of the 
substance is similar to the molecialar struct lire 
of another substance which meets the defin~.  
tion of a potential occupational carcinogen; 

(6) Whether there are  substiiutes ihd: t. . 
lower risk of cancer or other serious hunraii 
health problems, or available evidence other- 
wise suggests that  the social and economic 
costs of regulation would be small; and 

(7 )  OSHA will also consider its responsibilities 
for dealing with other health and safety 
hazards and will consider the acions being 
taken or planned by other governmental agen- 
cies in dealing with the same or similar health 
and safety hazards. 

Change 1( 
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(a) The Secretary shall publish the Candidate (c) The Secretary may periodically publish in the 
List in the Federal Register a t  least annually. Federal Register a notice requesting information 

concerning the classification and establishment of 
(b) The Secretary shall publish the Priority Lists priorities for substances on the Candidate List 
in the Federal Register a t  least every six months together with a brief statement describing the 
and may seek public comment thereon. type of information being sought. 

REGULATION OF POTENTIAL OCCUPATIONAL CARCINOGENS 

1990.141 -ADVANCE NOTICE OF PROPOSED 
RULEMAKING 

(a) Within thirty (30) days after OSHA initiates 
a study concerning the economic and/or techno- 
logical feasibility of specific standards that  might 
be applied in the regulation of a potential occupa- 
tional carcinogen, the Secretary will normally 
publish, in the Federal Register, a notice which 
includes at  least the following: 

(1 )  The name of the substance(s). 

-(2) The scope of the study, including where 
: possible, (i) affected industries, (ii) levels of 

,,: exposure being studied, (iii) the anticipated . . -. . 
completion date of the study; 

(5) An invitation to interested parties to pro- 
vide relevant information; 

-r 

(6) A statement that persons wishing to pro- 
vide OSHA with their own study sho~lld co&'l" 
plete i t  within 30 days after the anticipated'-- 
proposal date; and 

(7 )  A statement of the procedural require- 
ments that must be met before substantial new' 
issues or substantial new evidence will be 
sidered in the proceeding pursuant to 'g' 
1990.145. 

(3) A brief summary of the available data on 
: health effects; 
- * -  

(b) Where the Secretary determines to discon- 
. . -- tinue a feasibility study, the Secretary should 

- (4) An estimate of when the Secretary antici- publish, withil~ 30 days, a notice in the Federal 
-pates the issuance of a proposal; Register so indicating. 

Where the Secretary decides to regulate a (a) Notice of proposed rulemakings (Sec- 
potential occupational carcinogen, the Secretary tion 6(b) of the Act) 
shall initiate a rulemalung proceeding in accord- 
ance with one of the following procedures, as (1 )  General. The Secretary may issue a notice 
appropriate. of proposed rulemaking in the Federal Regis- 
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ter, pursuant to  Section 6(b) of the Act and Part  
1911 of this Chapter. The notice shall provide 
for no more than a sixty (60) day comment 
period, and may provide for a hearing, which 
shall be scheduled for no later than one hun- 
dred (100) days after publication of the Notice 
of Proposed Rulemakin'g. The commencement 
of the hearing may be postponed once, for no 
more than thirty (30) days, for good cause 
shown. 

(2) Provisions of the proposed standard for 
Category I Potential Carcinogens. Whenever the 
Secretary issues a notice of proposed rulemak- 
ing to regulate a substance as  a Category I 
Potential Cnrrinngen: 

(i) The propsoed standard shall contain a t  
least provisions for scope and application, 
definitions, notification of use, a permissable 
exposure limit, monitoring, regulated areas, 
methods of compliance including the develop- 
ment of a compliance plan, respiratory pro- 
tection, protective clothing and equipment, 
housekeeping, waste disposal, hygiene facil- 
ities, medical surveillance, employee infor- 
mation and training, signs and labels; 
recordkeeping, and employee observation of 
monitoring as se t  forth in 5 1990.151, unless 
the Secretary explains why any or all such 
provisions are  not appropriate; 

(ii) The model standard set forth in 5 
1990.151 shall be used as a guideline, and 

(iii) The permissible exposure limit shall be 
set  be set as low as feasible, to be achieved 
primarily through engineerrng and work 
practice controls, except that  if a suitable 
substitute is available for one or more uses, 
no occupational exposure shall be permitted 
for those uses. 

(3) Provisions of the proposed standard for 
Category I1 Potential Carcinogens. Whenever 
the Secretary issues a Notice of .Proposed 
Rulemaking to regulate a substance as a 
Category I1 Potential Carcinogen: 

(i) The proposed standard shall contain a t  
least provisions for scope and application, 
definitions, notification of use, monitoring, 
respiratory protection, protective clothing 
and equipment, housekeeping, waste dispos- 

ai, medical surveillance, employee informa. 
tion and t ra in ing,  recordkeeping and 
employee observation of monitoring as se t  
forth in 4 1990.151, unless the Secretary 
explains why any or a11 such provisions are 
not appropriate; and 

(ii) The model standard set  forth in 4 
1990.151 shall be used as a guideline; and 

(iii) Worker exposure to Category I1 Poten- 
tial Carcinogens will be reduced as  appropri- 
ate and consistant with the . statutory 
requirements on a case-by-case basis in the 
individual rulemaking proceedings. Any 
permissible exposure level so established 
shall be met primarlly tl1roug.11 erigintering 
and work practice controls. 

(b) Emergency temporary standards, (Sec- 
tion 6(c) of the Act). 

( 1 )  Generol: The Secretary may issue an 
Emergency Temporary Standard (ETS) for a 
Category I Potential Carcinogen in accordance 
with section 6(c) of the Act. 

(2) Grave Danger. Employee exposure to  
Category I Potential Carcinogens constitutes a 
"grave danger" within the meaning of section 
6(c) of the Act. 

(3) Provisions of the ETS. 

(i) The ETS  hall contain at least. prnvisions 
for scope and application, definitions, notifi- 
cation of use, a permissible exposure limit, 
u ~ u r r i l u r i ~ ~ ~ ,  n~tthods sf complianuo including 
the development of a compliance plan, respi- 
ratory protection, protective clothing and 
equipment, housekeeping, waste disposal, 
medical surveillance, employee information 
and t,raining, signs and labels, recordkeeping 
and employee observation of monitoring 
unless the Secretary explains why any or all 
such provisions are  not appropriate. 

(ii) The model standard se t  forth in - 
1990.152 shall be used as  a guideline. 

(hi) The permissible exposure limit shall be 
set  as low 3s feasible through a,ny practicable 
combination of engineering controls, work 
practice controls and respiratory protection. 
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HUMAN AND ANIMAL 
FOR THE 
DATA 

USE 

Human and animal data which are  scientifically 
evaluated to be positive evidence for carcinogeni- 
city shall be uniformly relied upon for the identi- 
fication of potential occupational carcinogens. 
Arguments challenging the following provisions 
or their application to specific substances will be 
considered in individual rulemaking proceedings 
only if the evidence presented in support of the 
arguments meets the criteria for consideration 
specified in 4 1990.144 or 4 1990.145. 

(a) Positive human studies. Positive results 
obtained in one or more human epidemiologic 
studies will be used t o  establish the qualitative 
inference of carcinogenic hazards to workers. 

(b) Positive animal studies. Positive results 
obtained in one or more experimental studies con- 
ducted in one or-more mammalian species will be 
used to establish the qualitative inference of car- 
cinogenic hazard to workers. Arguments that 
positive results obtained in mammalian species 
should not be relied upon will be considered only 
if evidence is presented which meets the criteria 
for consideration specified in 4 1990.144(c) or 
1990.144(f). 

(c) Non-positive human studies. Positive results 
in human or mammalian studies generally will be 
used for the qualitative identification of potential 
occupational carcinogens, even where non-posi- 
tive results from human studies exist. Such non- 
positive results will be considered by the Secre- 
tary only if the studies or results meet the 
criteria set  forth in 5 1990.144(a). 

(d) Non-positive animal studies. Positive results 
in one or more mammalian studies will be used for 
the qualitative identification of potential occupa- 
tional carcinogens, even where non-positive 
studies exist in other mammalian species. Where 
non-positive and positive results exist in studies 
in the same species, the non-positive results will 
be evaluated. 

(e) Spontaneous tumors. Positive results in 
human or mammalian studies for the induction or 
acceleration of induction of tumors of a type 
which occurs "spontaneously" in unexposed indi- 

viduals will be used for the qualitative identifica- 
tion of potential occupational carcinogens. 

(f) Routes of exposure. 

(1)  Positive results in studies in which mam- 
mals are exposed via the oral, respiratory or 
dermal routes will be used for the qualitative 
identification of potential occupational carcino- 
gens, whether tumors are induced at  the  site of 
application or distant sites. 

(2) Positive results in studies in which mam- 
mals are exposed via any route of exposure and 
in which tumors are  induced at  sites distant 
from the site of administration will be used for 
the qualitative identification of potential occu- 
pational carcinogens. 

(1) Positive results in mammalian studies in 
which tumors are induced only a t  the site of 
administration, in which a substance or mix- 
ture of substances is administered by routes 
other than oral, respiratory or dermal, will 
be used as  "concordant" evidence that a sub- 
stance is a potential occupational carcinogen. 

(ii) Arguments that such studies should not 
be relied upon will be considered only if evi- 
dence which meets the criteria set  forth in 5 
1990.144(b) is provided. 

(9) Use of high doses in animal testing. Positive 
results for carcinogenicity obtained in mammals 
exposed to high doses of a substance will be used 
to establish the qualitative inference of carcino- 
genic hazard to  workers. Arguments that  such 
studies should not be relied upon will be consid- 
ered only if evidence which meets the criteria se t  
forth in 5 1990.144(d) is provided. 

(h) "Threshold" or "No-effect" Levels. No deter- 
mination will be made that a "threshold" or "no- 
effect" level of exposure can be established for a 
human population exposed to carcinogens in 
general, or to any specific substance. 

Change 10 834.37 1990.143(h) 
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(i) Benign tumors. Results based on the induction 
of benign or malignant tumors, o r  both, will be 
used to  establish a qualitative inference of car- 
cinogenic hazard to  workers. Arguments that  
substances that  induce benign tumors do not pre- 
sent a carcinogenic risk to. workers will be con- 
sidered only if evidence that  meets the criteria 
se t  forth in 5 1990.144(e) is provided. 

( j )  Statistical evaluation. Statistical evaluation 
will be used in the determination of whether 
results in human, animal or short-term studies 
provide positive evidence for carcinogenicity, but 
will not be the exclusive means for such evalua- 
tion. 

(k) Carcinogenicity of metabolites. A substance 
which is metabolized by mammals to yield one or 
more potential occupational carcinogens will 
itself be identified and classified as a potential 
occupational carcinogen, whether or not there is 
direct evidence that  it induces tumors in humans 
or experimental animals. Evidence for such 
metabolism will normally be derived from in vivo 
studies in mammals. In appropriate circum- 
stances, evidence may be derived from in vitro 
studies of mammalian tissues or fractions there- 
of. Arguments that  evidence from in vivo meta- 
bolic studies in mammals is not relevant to the 
inference of carcinogenic hazard to humans will 
be considered only if such evidence meets the 
crileria set  forth in 4 1990.144(c). 

1990.144--CRITERIA FOR CONSIDERATION OF 
ARGUMENTS ON CERTAIN ISSUES 

Arguments on the following issues will be con- 
sidered by the Secretary in identifying, classify- 
ing or regulating any substance pursuant to this 
Pa r t ,  if evidence for the specific substance sub- 
ject to the rulemaking conforms to the following 
criteria. Such arguments and evidence will bc 
evaluated based upon scientific and policy judg- 
ments. 

(a)  Non-positive results obtained in human 
epidemiologic studies. Non-positive resu l t s  
obtained in human epidemiologic st;udicrm regard 
i n g  t h e  substance subject to the rulemaking or to 
a similar or closely related substance wlil be con- 
sidered by the Secretary only if they meet the 
following criteria: 

establish numerical upper limits on potential 
risks to humans exposed to specific levels of a 
substance will be considered only if criteria (i) 
and (ii) a re  met and, in addition: 

(iv) Specific data on the lcvel of exposure of the group of 
workers are provided, based either on direct measurements 
made periodically throughout the period of exposure, or 
upon other data which provide reliable evidence of the mag- 
nitude of exposure. 

(b) 1 umotb Induced at site of odminis*mtion. 
Argull~er~ts that  tumor€ at the  sit.^ nf administra- 
tion should not be considered will be considered 
only if: 

(i) The route of administration is not oral, respiratory or 
dormal; xnd 

Criterie.  (i) The epidemiologic study involved at least 20 
years' exposure of a group of subjects to the substance and (ii) Evidence is provided which establishes that induction of 
at  least 30 years' observation of the subjects after initial local tumors is related to the physienl configuration or for- 
evpnsllra; mulation of the material administered (ex., crystalline form - - 

or dimensions of a solid uiirttrial, or matrix of an impreg- (ii) Documented reasons are provided for predicting the 
nated implant) and that tumors are not induced when the site(s) a t  which the substance would induce cancer if i t  were 

carcinogenic in humans; and same material is administered in a different c6iif!guraLiuu ur 
formula. 

(iii) The group of exposed subjects was large enough for nn 
increase in cancer incidence of 50% above that in unexposed (c) Metabolic differences. Arguments that  
controls to have been detected at  any of the predicted sites. differences in metabolic profiles can be used to 

demonstrate that  a chemical found positive in an 
Arguments that  non-positive results obtained in experimental study in a mammalian species 
human epidemiologic studies should be used to would, pose no potential carcinogenic risk to 

1990.144(c) 834.38 Change 10 



OCCUPATIONAL SAFETY AND HEALTH 1990.144(c) - 
STANDARDS AND INTERPRETATIONS 

exposed workers will be considered by the Secre- 
ary only if the evidence presented f o ~ t h e  specif- 

- 2  substance subject to the rulemaking meets the 
following criteria: 

Criteria. (i) A complete metabolic profile, including identi- 
ties of trace metabolites, is presented for the experimental 
animal species; 

(ii) A complete metabolic profile, including identities of 
trace metabolites, is available for a human population group 
representative of those who are occupationally exposed; 

(iii) :Documented evidence is provided for ascribing the car- 
cinogenic activity of the substance in the test animal species 
to metabolite(s) produced only in that species and not in 
humans; and 

(iv) Documented evidence is provided to show that other 
metabolites produced also in humans have been adequately 
tested and have not been shown to be carcinogenic. 

(d) Use of high dose; in animal testing. 
Arguments that  positive results obtained in car- 
cinogenesis bioassays with experimental animals 
subjected to  high doses of a substance are  not 
re levant  t o  potential  carcinogenic r i sks  t o  
exposed workers will be considered by the Secre- 
tary only if the evidence for the specific 
substance subject to the rulemaking meets the 
following criteria: 

Criteria. (i) Documented evidence is presented to show 
that the substance in question is metabolized by the experi- 
mental animal species exposed at  the dose levels used in the 
bioassay(s) to metabolic products which include one or more 
that are not produced in the same species at  lower doses. 

(ii) -Documented evidence is presented to show that the . 
metabolite(s) produced only at high doses in the experimen- 
tal animal species are the ultimate carcinogen(s) and that 
the metabolites produced at low doses are not also carcino- 
genic; and 

(iii) Documented evidence is presented to show that the 
metabolit,e!s) produood only at hiylr doses In the experimen- 
tal animal species are not produced in humans exposed to 
low doses. 

(e) Benign tumors. The Secretary will consider 
evidence that  the substance subject to the rule- 
making proceeding is capable only of inducing 
benign tumors  in humans or  exper imenta l  
animals provided that  the evidence for the specif- 
ic substance meets the  following criteria: 

Criteria. (i) Data are available from at least two well- 
conducted bioassays in each of two species of mammals (or 
from equivalent evidence in more than two species); 

(ii) Each of the bioassays to be considered has been con- 
ducted for the full lifetime of the experimental animals; 

t 

(iii) The relevant tissue slides are made available to OSHA 
or its designee and the diagnoses of the tumors as  benign 
are made by at least one qualified pathologist who has per- 
sonally examined each of the slides and who provides 
specific diagnostic criteria and descriptions; and 

(iv) All of the induced tumors must be shown to belong to a 
type which is known not to progress to malignancy or to  be 
at a benign stage when observed. In the latter case, data 
must be presented to show that multiple sections of the 
affected organ(s) were adequately examined to search for 
invasion of the tunlor cells into adjacent tissue, and that 
multiple sections of other organs were adequately examined 
to search for tumor metastases. 

(f) Indirect mechanisms. The Secretary will con- 
sider evidence that positive results obtained in a 
carcinogenesis bioassay with experimental ani- 
mals a re  not relevant to a determination of a 
carcinogenic risk to exposed workers, if the evi- 
dence demonstrates that  the mechanism by which 
the observed tumor incidence is effected is indi- 
rect and would not occur if humans were exposed. 
As examples, evidence will be considered t h a t  a 
substance causes a carcinogenic effect by aug- 
menting caloric intake or that  the carcinogenic 
effect from exposure to a substance is demon- 
strated to be the result of the presence of a 
carcinogenic virus and it is dctmnnstrated that ,  in 
either case, the effect would not take place in the 
absence of the particular carcinogenic virus or 
the augmented caloric intake. 

1990.145~onsiderat ion of substantial new 
issues or substantial new evidence 

,(a) Substantial new issues. Notwithstanding any the Secretary did not reach a conclusion in the 
other provision of this Par t ,  the Secretary will rulemaking proceedingb) underlying this Part  
consider in a rulemaking proceeding on a specific ' including conclusions presented in the preamble. . 
substance any substantial new;issues upon which 
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(b) Substantial new evidence. Nothwithstanding 
any other provision of this Par t ,  the Secretary 
will consider in a rulemaking proceeding on a 
specific substance any arguments, data or views 
which he determines are  based upon substantial 
new evidence which may warrant the amendment 
of one or more provisions of this Part .  For the 
purposes of this Par t ,  "substantial new evidence" 
is evidence directly relevant to any provision of 
this Pa r t  and is based upon data, views or argu- 
ments which differ significantly from those 
presented in establishing this Part ,  including 
amendments thereto. 

(c) ,Potitions for consideration of substan- 
tial new evidence. 

(1 )  Petition. Any interested person may file a 
written petition with the Secretary to consider 
"substantial new issues" or one or more "sub- 
stantial new issues" which contains the infor- 
mation specified in parngraph (c)(2) of this sec- 
tion. The Secretary shall t reat  such a petition 
a s  a request to  amend this Par t ,  as  well as  a 
peti t ion t o  consider "substantial  new 
evidence". . 

(2) Contents. Each petition for consideration of 
"substantial new evidence" or one or more 
"substantial new issues" shall contain a t  least 
the following information: 

(i) Name and address of the petitioner: 

(ii) All of the data, views and arguments 
that  the petitioner would like the. Secretary 
t.n consider; 

(111) The provicion or prnvisions that  peti- 
tioner believes are  inappropriate or should 
be added to  this Pa r t  in light of the new data, 
views, and arguments; 

(iv) A statement which demonstrates that  
the data, views, and arguments relied upor1 
by petitioners are  directly relevant to  the 
substance or class of substances that  is the 
subject of a rulemaking or an Advance Notice 
of Proposed Rulemaking; 

(v) A detailed sLatement and anylysis as  to 
why the petitioner believes that  the data, 

views, and arguments presented by the pet' 
tioner: 

( a )  differ significantly from t h o s e .  
presented in t h e  proceeding(s)  which 
establish this Part ;  

( b )  are  so substantial as to .warrant 
amendment of this Part ;  and 

( c )  constitute a new issue or new evidence 
within the meaning of paragraphs (a)  and 
(b)  of this section. 

(3) Deadline for petitions. 

(i) Petitions which comply with paragraph 
(c)  abovc, shall be tiled in accordallct with 
the schedule set  forth in the Advanced 
Notice of Proposed Rulemaking. 

(ii) In extraordinary cases the Secretary 
may consider evidence submittcd after the 
deadline if the petitioner establishes that  the 
evidence relied upon' was not available and 
could not have reasonably been available in 
whole or substantial part by the deadline and 
that i t  is being submitted a t  the earliest 
possible time. 

(d) Secretory's response. 

( 1 )  The Secretary shall respond to petitions 
under this paragraph in accordance with 5 
1990.106. 

(2) Whenever the Secretary determines that  
the " ~ ~ b s t a n l i a l  new issuo" or the "si~hst~antial 
new evidence" submitted under this.paragraph 
is sufficient to initiate a proceeding to amend 
this Part ,  the Secretary shall: 

(i) Issue a nat,ice to  consider amendment to  
this Pa r t  and not proceed on the rulemaking 
concerning the individual substance until 
completion of the amendment proceeding; or 

(ii) Issue a notice to consider amendment to 
this Par t  and consolidate it with the pro- 
ceeding on the individual substance. 

Change 1C 
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199.0.146-iSSUES TO BE CONSIDERED IN THE 
RULEMAKINC 

Except as  provided in 5 1990.145, after issu- 
ance of the advance notice of rulemaking, the 
proceedings for individual substances under this 
Part  shall be limited to consideration of the 
following issues: 

(a) Whether the substance, group of substances 
or combination of substances subject to the pro- 
posed rulemaking is appropriately considered in a 
single proceeding; 

(b) Whether the substance or group of sub- 
stances subject to the rulemaking meets the defi- 
nition of a potential occupational carcinogen set  
forth in 5 1990.103, including whether the scien- 
tific studies are  reliable; 

(c) Whether the available data can appropriately 
be applied to the substance, group of substances 
or combination of substances covered by the 
rulemaking; 

, (d) Whether information, data, and views that 
are submitted in accordance with 5 1990.144 are 
sufficient to warrant an exception to  this Part ;  

(e) Whether the data, views and-arguments that 
are submitted in accordance with 5 1990.145 are  
sufficient to warrant.amendment of this Part ;  

(f) Whether the potential. occupational carcin- 
ogen meets the criteria for a Category I Potential 

Carcinogen or a Category I1 Potential Car- 
cinogen. 

(g) The environmental impact arising from regu- 
lation of the substance; 

(h) Any issues required by statute or executive 
order; 

(i) The determination of the lowest feasible level 
to control exposures to Category I Potential Car- 
cinogens primarily through the use of engineer- 
ing and work practice controls including techno- 
logical and economic considerations; 

( j )  The determinat ion of t h e  appropr ia te  
employee exposure level, consistent with the 
Act's requirements for Category I1 Potential Car- 
cinogens; 

(k) Whether suitable substitutes are available 
for one or more us of Catgory I Potential Car- 
cinogens and; if so, the no occupational exposure 
level to be achieved solely with engineering and. 
work practice controlsand other issues relevant 
to substitution; and 

(I )  Whether the provisions of the proposal and of 
5 1990.151 and 5 1990.152 (model standards) are 
appropriate, except as limited by 5 1990.142 and 
whether additional regulatory provisions may.be 
appropriate. 

ACTION 

(a) Within one hundred twenty (120) days from . issued, and the reasons therefor, or 
the last .day of any hearing or ninety (90) days 
from the close of any post hearing comment peri- (3) A statement that  the Secretary intends to 
od, whichever occurs first, the Secretary shall issue a final rule, but that he is unable to do so 
publish in the Federal Register: at  the present time, including: 

( 1 )  A final standard based u p o r t h e  record in (i) The reasons therefor; and 
the proceeding; or 

( i i )  The date by which the standard will be 
(2) A statement that no final standard will be published, which may not exceed one hun- 
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dred twenty (120) days thereafter. 

(iii) The Secretary may issue no more than 
one such notice, unless the Secretary deter- 
mines that (a) new evidence which was 
unavailable during the rulemaking proceed- 
ings has just become available;. ( b )  the evi- 
dence is so important that  a final rule could 
not reasonably be issued without this 
evidence, and; ( c )  the record is reopened for 
receipt of com-ments and/or a hearing on this 
evidence. This paragraph does not require 
the Secretary to consider any evidence which 
is submitted after the dates established for 
the submission of evidence. 

(tr) The fniluro of the  8~rrat .ary to comply with 
t.he required timeframes shall ~ i o t  be a bnsis to set 
aside any standard or to require the issuance uf a 
new proposal on any individual substance. 

(c) The final standard shall s ta te  whether the 
substance or group of substances subject to the 
rulemaking is classified as  a Category I Potential 
Carcinogen or a s  a Category I1 Potential Carcino- 
gen. If the classification differs from that in the 
notice of proposed rulemaking, the Secretary 
shall explain the reasons for the change in classi- 
fication in the preamble to the final standard. 

(d) If the substance is classified as a Category I 
Potential Carcinogen, the final standard shall 
conform to the provisions of section 1990.142(a) 

(2)(iii). If the final standard contains other provi- 1. 

sions that  substantially differ from the proposec 
provisions, . t h e  . Secretary shall explain thc 
reasons for the changes in the preamble to the 
final standard. 

(e) If the substance is classified as a Category I1 
potential carcinogen, the final standard shall con- 
form to the provisions of section 1990.142(a) 
(3)(iii). If the final standard contains other provi- 
sions that  substantially differ from the proposed 
provisions, the Secretary shall explain the 
reasons for the changes in the preamble to the 
final standard. 

(f) If the suhstance is classified as a Category I1 
potential carcinogen, lhe Secretary shall notify 
t h e  applicable federal and stntc agencies, includ- 
ing the Administ,rat.or of EHA, the Dlrector of 
NCI, the Director of NIEHS, the Director of 
NIOSH, the Commissioner of FDA and the Chair- 
person of CPSC of such determination and 
request that  the applicable agencies engage in, or 
stimulate, further research pursuant to their 
legislative authority, to develop new and addi- 
tional scientific data. 

(9) If, after a rulemaking, the Secretary deter- 
mines that  the substance under consideration 
should not be classified as a Category I1 potential i' 
carcinogen, the Secretary shall publish a notice of 
this determination in the Federal Register, 
together with the reasons therefor. 

MODEL STANDARDS 

1990.15 1 --MODEL STANDARD PURSUANT 
TO SECTION 6(b) OF THE ACT 

(a) Scope and application. 

(1)Cenerol. This section applies to all occupa- 
tional exposures to or to (specify 
those uses or classes of uses of 
[Chemical Abstracts Service Registry Number 
00001 which are  covered by the standard, 
including, where appropriate, the type of expo- 
sure to  be regulated by the standard) except as 
provided in paragraph (a)(2). 

(2) Exemptions. This section docs not apply to  
(inserl t l~vse  uses or olaeses of i ~ s e s  of - 
which are  exempted from compliance with the 
standard, including, where appropriate, 

(i) workplaces where exposure to 
results from solid or liquid mixtures contain- 
ing a specified percentage of or less; 

(ii) workplaces where another Federal agen- 
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1 
\ ' cy is exercising statutory authority to  pre- 

. scribe or .enforce standards or regulations 
affecting occupational exposure to , 
or 

(iii) workplaces which are  appropriately 
addressed in a separate standard). 

(b) Definitions. 

' 6  " means (definition of the substance, 
g roup  of subs tances ,  o r  combination of 
substances, to be regulated). 

"Authorized person" means any person specifi- 
cally authorized by the employer whose duties 
require the person to enter regulated areas or 
any person entering such an area as a designated 
representative of employees for the purpose of 
exercising the opportunity to  observe monitoring 
procedures under paragraph (r) of this section. 

"Action level" means an airborne concentration 
of of (insert appropriate level of expo- 
sure). 

Note.-Where appropriate, consider an action level as a 
limitation on requirements for periodic monitoring (para. 
(e)(3)), medical surveillance '(para. (n)), training (para. (o)), ( Iahlr (para. (p)13)). and other provisions. 

"Assistant Secretary" means the Assistant 
Secretary of Labor for Occupational Safety and 
Health, U.S. Department of Labor, or designee. 

"Director" means the Director, National Insti- 
tu te  for Occupational Safety and Health, U.S. 
Department of Health, and Health Services, or 
designee. 

Within (insert appropriate time period) of 
the effective date of this.section, the employ- 
e r  shall assure that  no employee is exposed 
to an airborne concentration of in 
excess of: (insert appropriate exposure limit 
representing: (a)  the lowest feasible level, 
except as modified by paragraph (c)(3) of this 
section or (b) when it is determined by the 
Secretary that  there are  available substi- 
tutes for all uses or classes of users that  are  , 
less hazardous to  humans, the proposal shall 
permit no occupational exposure) as  an eight 
(8)-hour time-weighted average. 

Where the Secretary finds that  substitutes 
for may exist, the determination of 
the lowest feasible level shall include consid- 
eration of the availability, practicability, 
relative degree of hazard, and economic 
consequences of the substitutes. 

(ii) Ceiling limit. (If appropriate.) Within 
(insert appropriate time period) of the effec- 
tive date of this section, the employer shall 
assure that  no employee is exposed to an air- 
borne concentration of in excess of: 
(insert exposure limit representing the  low- 
est feasible level of exposure as averaged 
over any: (insert appropriate time period) 
during the working day. 

(2) Dermal and eye exposure. (As appropriate.) 

(i) Within (insert appropriate time period) of 
the effective, date of this section, the 
employer shall (If eye exposure to  
does not create a risk of cancer, insert expo- 
sure level or-  criteria. which will prevent 
other adverse health effects of eye exposure 
to if any. If eye exposu;e creates a 

"Emergency" means in any occurrence such as, risk of catlcer, insert exposure level or crite- 
but not limited to, equipment failure, rupture of ria which represent the lowest feasible level 
containers, or failure of control equipment which of eye exposure to . I  
may result in a massive release of 

(ii) Within (insert appropriate time period) 
"OSHA Area Office" means the Area Office of of the effective date of this section, the 

the Occupational Safety and Health Administra- employer shall (Insert exposure level or cri- 
tion having jurisdiction over the geographic area teria which will prevent other adverse health 
where the affected workplace is located. effects from skin epposure to , or 

which represent the  iowest feasible level of (c) Permissible exposure limits provi- skin exposure to or, as. appro- sions. priate.) 
( 1 )  Inhalation. 

(3) (If appropriate, specify limitations or pro- 
(i) Time-weighted average limit (TWA). hibitions on consumpton, storage or use of food, 
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beverages, smoking materials, etc. in certain 
workplaces.) 

(4) Other restrictions. The employer shall 
-assure that  there is no occupational exposure to 

from the  following uses or classes of 
uses: (Where the Secretary determines, in the 
proposal or upon the record of the  public rule- 
making, that  there are  available substitutes in 
certain applications where might 
otherwise be used, the  Secretary here may 
specify that  no occupational exposure to 

shall be permitted in those. circum- 
stances and uses, listing those circumstances or. 
uses. W hcro the  Secretary finds that  substi- 
tutes for exist, the determination of 
their suitalai1it.y sli8ll include conoideration nf 
the availability, practicability, relative degree 
of hazard, and economic consequences of the 
substitutes.) 

(d) Notification of use and emergencies. 

(1)  Use. Within ( inser t  appropr ia te  t ime 
period), of the effective date of this standard or 
within thirty days of the introduction of 

into the workplace, every employer 
who has a place of employment in which 

is present shall report the address and 
location of each place of emplvyment to the 
OSHA Area Office and an estimate of the 
number of employees exposed. 

(2) Emergencies. Emergencies, and the facts 
obtainable a t  that  time, shall be reported with- 
in (illsert appropriate n~ lmber )  hours of, or dur- 
ing the first federal working day after, the time 
the  employer becomes aware of the emergency 
to the OSHA Area Office, whichever is longer. 
Upon request of the OSIIA Arca Office, the 
employer shall submit additional information in 
writing relevant to  the nature and extent of 
employee exposures and measures taken to 
prevent future emergencies of a similar nature. 

(e) Exposure monitoring. 

(1) General. 

(i) Determinations of a i rborne  exposure 
levels shall be made from air samples that  
a re  represel~tative of each employee's expo- 
sure to over an eight (8) hour peri- 
od. Monitoring of exposure levels required 
under this paragraph shall be made as  fol- 

lows: (insert method or alternative methods 
to be used to meet the requirements of this 
paragraph). 

(ii) For the  purpose of this section, employee 
exposure is that  exposure which would occur 
if the emplojree were not using a respirator. 

(2) Initial monitoring. Each employer who has 
one or more workplaces where (specify the 
types of workplaces subject to the monitoring 
requirement) shall, within (insert appropriate 
period) of the  effective date of this section 
(insert requirements for initial monitoring, as 
appropriate 1. 

(3)Frequency. (Insert, if appropriate, provi- 
sions prescribing llle minimum ircqllency a t  
which monitoring must be repeated, the condi- 
tions under which such frequency must be 
increased or may be reduced, and conditions 
under which such routine monitoring may be 
discontirlued (for example, where the action 
level is not exceeded ). Where appropriate, 
specify different frequency requirements for 
certain types of workplaces where, for exam- 
ple, exposure levels are  subject to greater or 
less variability.) 

(4) Additional monitoring. (Insert, if appropri- 
ate, provisions for monitoring, in addition to 
the requirements '(if any) of paragraph (eI(3). 
This may include a production, process, control 
or personnel change which might result in new 
or additional exposllre to , , or when- 
ever the employer has any other reason to 
suspect a change which might result in new or 
additional ~ X ~ O S U P C E  to 

(5) Employee notification. 

(i) Within (insert apprupriate pcriod) after 
the receipt of monitoring results, the 
employer shall notify each employee in writ- 
ing of the results which represent that  
employee's exposure. 

(ii) Whenever the results indicate that  the 
representative 1i!mpl6yt?e exp61~1.r~. exceeds 
t h e  permissible exposure  l imits ,  t h e  
employer shall include in the written notice a 
statement that  the permissible exposure 
limits were exceeded and a description of the 
corrective aclion being taken to  reduce ex,po- 
sure to or below the permissible exposure 
limits. 
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3 (6) Accuracy of measurement. (Insert require- permissible exposure limits by means of 
ments for accuracy of methods of measurement . engineering and work practice controls, as 
or detection used to comply with the required by paragraph ( g ) ( l )  of this section. 
paragraph). 

(ii) Written plans for these compliance pro- 
(f) Regulated areas. grams shall include a t  least the following: 

I 

(1) Within (insert appropriate time period) of 
the effective date of this section, the employer 
shall, where practicable, establish regulated 
areas where concentrations are in 
excess of the permissible. exposure limits. 

(2) Regulated areas shall be demarcated and 
segregated from the rest of the workplace, in 
any manner that minimizes the number of per- 
sons who will be exposed to 

(3) Access to regulated areas shall be limited 
to authorized persons or to persons otherwise 
authorized by the Act or regulations issued 
pursuant thereto. 

(4) The employer shall assure that in the regu- 
lated area, food or beverages are  not present or 
consumed, smoking products are  not present or 
used, and cosmetics are not applied (except 
that  these activities may be conducted in the 
lunchroom, change rooms and showers  
requiredunder paragraphs (m )(l)-(m)(3) of this 
section). 

(9) Methods of compliance. 

( 1 )  Engineering and work practice controls. 

(i) The employer shall institute engineering 
or work practice controls to reduce and main- 
tain employee exposures to to or 
below the permissible exposure limits, 
except to the extent that the employer cstab- 
lishes that such controls are  not feasible. 

(ii) Engineering or work practice controls 
shall be implemented to reduce exposures 
even if they will n'ot be sufficent to reduce 
exposures to or below the permissible expo- 
sure limits. 

(a )  A description of each operation or 
process resulting in employee exposure to 

( b )  Engineering plans and other studies 
contemplated or used to determine the con- 
trols for each process; 

( c )  A report of the technology considered 
or to be considered in meeting the permis- 
sible exposure limits; 

(d )  A detailed schedule'for the implemen- 
tation of engineering or work practice con- 
trols; and 

( e )  Other relevant information reasonably 
requested by OSHA. 

(iii) Written plans for such a program shall 
be submitted, upon request, to the Assistant 
Secretary and the Director, and shall be 
available at  the worksite for examination and 
copying by the Assistant Secretary, the 
Director, or any affected employee or desig- 
nated representative. 

(iv) The plans required by this paragraph 
shall be revised and updated periodically to 
reflect the current status of the program. 

(h) Respiratory protection. 

(1) General. The employer shall assure that 
respirators are  used where required pursuant 
to this section to reduce employee exposures to 
within the permissible exposure limits and in 
emergencies. Compliance with the permissible 
exposure.limits may not be achieved by the use 
of respirators except: 

(i) During the time period necessary to 
(2) Compliance program. install or implement feasible engineering and 

work practice cnntrols; or 
( i )  Within (insert appropriate period) of the 
effective date of this section, the employer ( i i)  In work opera t ions  .in which t h e  
shall establish and implement a written pro- employer establishes that engineering and 
gram to reduce exposures to or below the work practice controls are  not feasible; or 
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(iii) In work situations where feasible engi- 
neering and work practice controls are not 
yet sufficient to reduce exposure to or below 
the permissible exposure limits; or 

(iv) In emergencies. 

(2) Respirator selection. 

(i) Where respiratory. protection is required 
under this section, the employer shall select 
and provide a t  no cost to the  employee., the 
appropriate type of respirator from Table 1 
helaw and shall assure that  the employee 
wears the respirator provided. 

Table 1.-Respiratory Protection for 

(The table will contain a listing of the appro- 
priate type of respirator for various condi- 
tions of exposure to ). 

(ii) The employer shall select respirators 
from those approved by the National Insti- 
tu te  for Occupational Safety and Health 
under the provisions of 30 CFR Par t  11. 

(3) Respirator program. 

(i) The employer shall institute a respirn- 
tory protection program in accordance with 
29 CFR 1910.134 (b),  (d), (el, and (f). 

(ii) Employees who wear respirators shall be 
allowed to wash their face and respirator 
facepeice to prevent potential skin irriation 
associated with respirator use. 

(iii) The employer shall assure that  the 
respirator issued to each employee is propcr- 
ly fitted (as appropriate, indicate the require- 
ment for a qualitative or quaatftatlve ~ e s p i -  
rator fit testing program). 

(i) Emergency situtstlons. 

(1) Written plans. 

(ii) The plan shall specifically provide that 
Y 

employees engaged in correcting emergency 
conditions shall be equipped as  required in 
paragraph (h)  of this section until the emer- 
gency is abated. 

(2) Alerting employees. 

(i) Alarms. Where there is the possibility of 
employee exposure to due to the 
occurance of an emergency, a general alarm 
shall be installed and maintained to promptly 
alert employees of such occurrences. 

(ii) Evacuation. Employees not engaged in 
correcting the emergcnay shall he restricted 
from the area and shall not be permitted to 
return until the emergency.is abated. 

(j) Protective clothing and equipment. 

(1)  Provision and use. Where employees are 
exposed to eye or skin contact with 
(insert criteria which trigger this requirement 
as appropriate), the employer shall, within 
(insert appropriate time period) of the effective 
date of this section provide at no c o ~ t  to such 
employees, and assure that  such employees 
wear, appropriate protective clothing or other I' 
equipment in accordance with 29 CFR 1910.132 
and .I33 Lo protect the area of the body which 
may come in contact with 

(2) Cleaning and replacement, 

(i) The employer shill clean, launder, miiiii- 
Laill, or ~op l rco  prnt,octive clothing and 
equipment required to maintain their effec- 
tiveness. 

(k) Housekeeping 

( 1 )  General. The employer shall, within appro- 
priate time period ul  ,the effectivo date of tohis 
section, implement a housekeeping program to 
maximize accumulation of . ..- 

(i) The program shall include (insert appro- 
priate elements). 

(i) A written plan for emergency situations (a )  Periodic scheduling of routine house- 
shall be developed for each workplace where keeping. 

is present. Appropriate portions of 
the plan shall be implemented in the event of (b  Provision for periodic cleaning of dust 
an emergency. collection systems. 

1990.151(k)(l)(i)(b) 834.46 Change 1L 
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(c)  Provision for maintaining clean sur- food or beverages are  consumed in the work- 
faces. place, the employer shall provide lunchroom 

facilities which have a temperature controlled, 
(d )  Provision for assigning personnel to. positive pressure, filtered air supply, and 
housekeeping procedures. which are readily accessible to  employees 

exposed to 
( e )  Provision for informing employees 
about housekeeping program. (n) Medical surveillance. 

(I) Waste disposal. (1) General. 

(1) General. The employer shall assure that no 
waste material containing is dis- 
persed into the workplace, to the extent prac- 
ticable. 
(2) The employer shall lable, or otherwise 
inform employees who may contact waste 
material containing , the contents of 
such waste material. 

(3) (Insert specific disposal methods, as 
appropriate.) 

(&) Hygiene facilities and praciices. . 

Where employees are  exposed to airborne con- 
centrations of in excess of the permissi- 
ble exposure limits specified in paragraph (c)( l ) ,  
or where employees are  required to wear protec- 
tive clothing or equipment pursuant to paragraph 
(j) of this section, or where otherwise found to be 
appropriate, the facilities required by 29 CFR 
1910.141 shall be provided by the employer for 
the use of those employees and the employer shall 
assure that the employees use the facilities pro- 
vided. In addition, the following additional facili- 
ties or requirements may be mandated. 

[Specify as appropriate additional facilities and 
practices such as]: 

(1) Change rooms. The employer shall provide 
clean change rooms in accordance with 29CFR 
1910.141(e). 

(2) Showers. 

(i) The employer shall provide shower facil- 
i t i e s  in accordance . with 29 CF'R 
1910.141(d)(3). 

(ii) In adhition, the employer shall also 
assure that employees exposed to 
shower a t  the end of the work shift. 

(3) Lunchrooms. (as appropriate) Whenever 

(i) Within (insert appropriate period) of the 
effective date of this section, the employer 
shall institute a program of medical surveil- 
lance for (specify the types of employees sub- 
ject to the medical surveillance requirement, 
for example, by specifying the ievel, dura- 
tion, and frequency of exposure to 
which make medical surveillance feasible and 
appropriate for individual employees). The 
employer shall provide each such employee 
with an opportunity for medical examina- 
tions and tests in accordance with this para- 
graph. 

(ii) The employer shall assure that  all medi- 
cal examinations and procedures are  per- 
formed by or under the supervision of a 
licensed physician, and shall be provided 
without cost to the employee. 

(2) Initial examinations. At the time of initial 
assignment, or upon institution of the medical 
surveillance program, the employer shall pro- 
vide each employee specified in paragraph 
( n ) ( l )  of this section an opportunity for a medi- 
cal examination, including at  least the following 
elements: 

(i) A work history, a medical history, and a 
physical examination with direct emphasis 
towards (insert specific bodily organs or sys- 
tems), and shall include the personal history 
of the employee, family, and occupational 
background. (Specify additional factors to  be. 
considered, including, as. pertinent to the 
specific health hazard(s) posed by , 
genetic and environmental factors.) 

(ii) The medical examination shall also 
include the following: (insert appropriate 
medical protocol. Where appropriate, pro- 
vide that the examining physician shall con- 
duct such examinations and tests  as are 
needed according to his professional judge- 
ment). 



1990.151(n)(2)(ii) OCCUPATIONAL SAFETY AND HEALTH 

STANDARDS AND INTERPRETATIONS . 
Note.- Where appropriate, require or permit different (6) Physician's written opinion. 
medical protocols, or different frequencies of medical -. 
examinations, for separate sub-populations of employees (i)The employer shall obtain a written opin- 
covered under paragraph (n)( l ) .  ion from the examining physician which shall 

include: 
(3) Periodic examinations. 

(i) The employer shall provide the examina- ( a )  The physician's certification that  he 

tions specified below a t  least (insert appro- has received the information from the 

priate time) for all employees specified in employer required under the paragraph 

paragraph ( n ) ( l )  of this section: (insert (n)(5) and has performed all medical exam- 

appropriate medical protocol for periodic. inations and. tests  which are in his opinion 

examinations ). appropriate under this standard; 

(11) If an cmplogee has not had the examina- Ib) The physician's opinion as  to  whether 

tlons prescribed in paragraph (n)(2) of this t.he employee has any detected medical 

section within linseit apprupr i~ te  time pori- condition which would place the  employee 

od) prior to termination of employment, the at an increased ride of rnatr?rial impairment 

e m ~ l o v e r  shall make such examination avail- of the employee's health for exposutc to 

ablk to the employee upon such termination. , 

(4) Additional exominations. If the employee 
for any reason develops signs or symptoms 
commonly associated with exposure to  

, the employer shall provide appropri- 
a t e  examination and emergency medical treat-  
ment. 

(5) Information provided to the physician. The 
employer shall provide the following informa- 
tion to  the examining physician: 

I c )  Any recommended limitations upon 
the employee's exposure to or 
upon the use of protective clothing and 
equipment such as respirators; and 

( d )  A statement that  the employee has 
been infomed' by the physician of the 
results of the medical examination and any 
medical conditions which require further 
examination or treatment. 

(ii) The employer shall instruct the physi- 
(i) A copy of this standard and its appen- cian not to reveal in the written opinion spe- dices; cific findiiigs or diaanoses unrelated t.o occu- 

(Ii) A descriptiop of the affected employee's 
- 

pational exposurc to , 
di t i e s  as th& relate to the employee's Expo- 
sure; (iii) The employer shall provide a copy of thn 

written opinion to  the affected employee. 

(iii) The employee's representative expo- 
sure level; (o) Employee Information and Troining. 

(iv) The employee's anticipated or estimated 
exposure level (for preplacement examina- 
tions or in cases of exposure due to an 
emergency); 

(v) A description of any personal protective 
equipment used or to be used; and 

(vi) The names and addresses of physicians 
who, under the sponsorship of the employer, 
provided previous medical examinations of 
the affected employee, if such records are  not 
otherwise available to the  examining physi- 
cian. 

(1 )  Training Program. 

(i) Within (insert appropriate period) of the 
effective date of this section, the employer 
shall institute a training program for all 
employees who (specify the employees sub- 
ject to the training requirement), and shall 
require their participation in the training 
program. 

(If) The training pr0gra.m shall be provided 
.at the time of initial assi.gnment, or upon 
institution of the training program, and a t  
least (insert appropriate time period) there, 
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after, and the employer shall assure that (ii) The employer shall assure that no state- 
each employee is informed of the following: ment appears on or near any sign or label, 

required by this paragraph, which contra- 
Note.-Specify, as appropriate, some or all of the follow- dicts or detracts from the meaning of the 
ing information, or any other appropriate information. required sign or label. 

b ( a )  The information contained in the  
Appendices; (2) Signs. 

(b )  The quantity, location, manner of use, (i) The employer shall post signs to  clearly 
release or storage of and the spe- indicate all workplaces where may 
cific nature of operations which could be present or where exposures exceed the' 
result in exposure to . , as well as action level. The signs shall bear ' the follow- 
any necessary protective steps; ing legend: 

(c )  The purpose, proper use, and limita- 
tions of respirators; 

(d )  The purpose and a description of the 
medical surveillance program required by 
paragraph (n) of this section; 

( e )  The emergency procedures developed, 
as required by paragraph ( i )  of this sec- 
tion ; 

( f )  The engineering and work practice con- 
trols, their function and the employee's 
relationship thereto; and 

Note.- Where appropriate, require training programs 
with different contents, or different frequencies, for 
separate subpopulations of the employees specified in 
paragraph (OM). 

DANGER 

(insert appropriate trade or common names) 

CANCER HAZARD 

AUTHORlZED PERSONNEL ONLY 

(ii) The employer shall assure that signs 
required by this paragraph are  illuminated 
and cleaned as necessary so that  the legend is 
readily visible. 

(iii) Where airborne concentrations of 
exceed the permissible exposure 

limits, the signs shall bear the additional 
legend: "Respirator Required" 

(3) Labels. 

(g) A review of this standard. ( i )  The employer shall assure that  precau- 
tionary lables are  affixed to all containers of 

(2) Access to training materials. and of products  containing 
, and that the labels remain affixed 

(i) The employer shall make a copy of this when the or products containing 
standard and its appendices readily available are  sold, distributed or otherwise 
to  all affected employees. leave the employer's workplace. 

(ii) The employer shall provide, upon re- (ii) The employer shall assure that the pre- 
quest, all materials relating to the employee cautionary lables required by this paragraph 
information and training program to the a r e .  readily visible lnd  legible. The labels 
Assistant Secretary and the Director. shall bear the following legend: 

(p) Signs and labels. 

( 1 )  General. 

DANGER 
CONTAINS 

CANCER HAZARD 

(i)The employes may.  use labels or signs (q) Recordkeeping 
required by other statutes, regulations, or 
ordinances in addition to, or in combination . (1)  Exposure monitoring. 
with, signs and labels required by this para- 
graph. (i) The employer shall establish and main. 
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tain an accurate record of all monitoring 
required by paragraph (e)  of this section. 

(ii) This record shall include: 

( a )  The dates, number, duration, and 
results of each of the samples taken, 
including a description of the samples 
taken, including a description of the sam- 
pling procedure used to determine repre- 
sentative employees exposure; 

(b )  A description of the sampling and ana- 
lyt,ical methods used; 

( c )  Typ,e of rccpiratory protective devices 
worn, if any; and ' 

( d )  Name, social security number and job. 
classification of the employee monitored 
and of all other employees monitored and 
of all other employees whose exposure the 
measurement is intended to  represent. 

(iii) The employer shall maintain this record 
for (insert appropriate period) or for the 
duration of employment plus (insert appro- 

"priate perio'd) whichever is longer. 

(2) Medical surveillance. 

(i) The employer shall establish and main- 
tain an accurate record of each employee sub- 
ject. to medical surveillance as  required by 
paragraph (n) of this section. 

(ii) This record shall include: 

(a)  A copy of the physicians' written opin- 
ions; 

(b) Any employees medical complaints 
related to  exposure lu t 

.j 

( c )  A copy.of the information provided to 
t.ha physician as  required by paragraph 
(n )(6 of this section; and 

(&) A copy of the  employee's work history. 

(iii) The employer shall assure that  this 
record be maintained for (insert appropriate 
period) or for the  duration of employment 
plus (insert appropriate period) whichever is 
longer. 

(3) Availability. 

(i) The employer shall assure that  all 
records required to be mai-ntained by this 
section be made available upon request to the 
Assistant Secretary and the Director for I 

.examination and copying. 

(ii) The employer shal1,assure that  employee 
exposure measurement .records, as  required 
by this section, be made available, upon 
request, for. examination and copying to the 
affected employee, former employee, or . 
designated representatire. 

(iii) The employer shall a s s u r c  t h a t  
en~pluyee .medical records required to be 
maintained by this section, be made avail- 
able, upon request, for examination and copy- 
ing, to the affected employee or former 
employee, or to a physician designated by the 
affected employee, former employee, -or 
designated by the affected employee, forxiler 
employee, or designated representative. , 

(4) Transfer of records. 

(i) Whenever the employer ceases to do 
business, the successor employer shall 
receive and retain all records required to be 
maintained'by this section. 

(ii) Whenever the employer ceases to  do 
business and there is no successor employer 
to  receive and retain the records for the pre- 
scribed period, these records shall bc trans- 
mitted to  the Direclor. 

(iii) At the expiration ot the reteritiull p c ~ i o d  
for the records required to be maintained 
pursuant to this section, the employer shall 
transmit these records to the Director. 

(r) Observaiion of monltor-irrg. 

( I )  Employee observation. The employer shall 
p~ovido affar.tdcd employees, or their desig- 
nated representatives, an opportunity to 
observe any monitoring of employee exposure 
to conducted pursuant to paragraph 
(e) of this section. 

(2) Observation procedures. 

(i) Whenever observation of the monitorin- 
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I of employee exposure to requires 
entry into an area where the use of protec- 
tive clothing or equipment is required, the 
employer shall provide the observer with 
personal protective clothing or equipment 

1 required, the employer shall provide the 
observer with personal protective clothing 
or equipment required to be worn by 
employees working in the area, assure the 
use of such clothing and equipment, and 
require the observer to comply with all other 
applicable safety and health procedures. 

(ii) Without interfering with the montoring, 
observers shall be entitled to: 

(a )  Receive an explanation of the measure- 
ment procedures; 

(b )  Observe all s teps related to the meas- 

STANDARDS AND INTERPRETATIONS 

urement of airborne concentrations of 
performed a t  the place of expo- - 

sure; and 

(c)  Record the results obtained. 

(s) Effective date. This section shall become effec- 
tive (insert effective date). 

(t) Appendices. The information contained in the 
appendices is not intended, by itself, to create 
any additional obligations not otherwise imposed 
or to detract from any existing obligation. 

Appendix A--Substance Safety Data Sheet 
* * * * * 

Appendix 0--Substance Technical Guidelines 
* * * * * 

Appendix C---Medical Surveillance Guidelines 
* * * * * 

1990.152--MODEL. -EMERGENCY T E M P O R A R Y  
STANDARD ' PURSUANT TO SECTION 6 (c) 

Occupational Exposure to ; (ii) workplaces where another Federal agen- 
.Emergency Temporary Standard cy is exercising statutory authority to pre- 

scribe or enforce standards or regulations 
affecting occupational exposure to 

1990.1000 or 

(a) Scope and Application. 

(1 )  General. This section applies to all occupa- 
tion.al exposures to , or to (specify the 
uses or classes of uses of ,-.. , .  [Chemical 
Abstracts Service Registry . Number 000001, 
which are covered by the standard, including, 
where appropriate, the type of exposure to be 
regulated by the standard) except as  provided 
in paragraph (a)(2). 

(2) Exemption. This section does not apply to 
(insert those uses or classes of uses of 
which are exempted from compliance with the 
standard, including, where appropriate, 

(iii) workplaces ,which are  .appropriately 
addressed in a separate standard. 

(b) Definitions. 

" means (definition of the substance, 
group of substances. or combination of sub- 
stances, t o  be regulated). 

"Authorized person" means any person specifi- 
cally authorized by the employer whose duties 
require the person to enter a regulated area or 
any person entering such an area as a designated 
representative of employees exercising the 
~ppor tun i t~y  t.o observs monitoring procedures 
under paragraph ( r )  of this section. 

(i) workplaces where exposure to "Action level" means an aii-borne concentration 
results from solid or liquid mixtures contain- of of .(insert appropriate.leve1 of expo- 
ing a specified percentage of or less; sure). 
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[Note: where appropriate, consider an action level as a limita- not create a risk of cancer, insert exposure 
tion on requirements for periodic monitoring (para.(e)(3)), level or criteria which will prevent other 

9 
medical surveillance (para. (n)), training (para. ( o ) ) ,  and other adverse effects of eye exposure to 
provisions.] if anv. If eve exposure creates a risk of can- 

cer, insert exposure level or criteria which 
"Assistant Secretary" means the Assistant . represent the lowest feasible level of eye ex- 

Secretary of Labor for Occupational Safety and 4 
posure to 

Health, U.S. Department of Labor, o'r designee. 

"Director" means the Director, National Insti- 
tute for Occupational Safety and Health, U.S. 
Department of Health, Education and Welfare, or 
designee. 

"Emergcncy" rnea.ns any occurrence such as, 
but not limited to, equipment failure, ruptui'e ol 
containers, or f a ~ l u r e  of cur~trol cquipmont. which 
may result in a massive relase of 

"OSHA Area Office" means the Area Office of 
the Occupational Safety and Health Admini- 
stration having jurisdiction over the geographic 
area where the affected workplace is located. 

(c) Permissible exposure limits 

(1 )  Inhalation. 

(i) Time-weighted average limit (TWA). 
With,in (insert appropriate time) from the 
effective date of this emergency temporary 
standard, the employer shall assure thnt no 
employee is exposed to an airborne concen- 
tration of in excess of: (insert 
appropriate exposure limit representing the 
lowest. feasible level that  can be complied 
with immediately) as  an eight (8)-hour timc 
weighl id average. 

(ii) Ceiling limit. (If appropr ia te . )  The 
employer shall assure that  no employee is 
exposed to an airborne concentration as of 

--,. in excess of: (insert appropriate 
exposure limit representing ihe  lo.west fcasi- 
ble level that  can be complied with immedi- 
ately) as  averaged over any: (insert appro- 
priate time period) during t.he working day. 

(ii) Within (insert appropriate time period) 
of the effective date of this section, the 
employer shall (Insert exposure level or cri- 
teria which will prevent other adverse health 
effects from skin exposure to , or 
which represent the lowest feasible level of 
skin exposure to , as  appropriate. 

(3) (.Tf a.ppropriate, specify limitations or pro- 
hibitions on 'consurnlation, storage 01. u3c of 
food, beverages, smoking materials, etc. in cer- 
tain workplaces. 

(d) Notification of use. Within (insert appropri- 
ate time) of the effective date of this section, or 
within fifteen (15) days following the introduction 
of into the workplace, every employer 
shnll report. the following information to the 
nearest OSHA Area Office for each such work- 
place: 

t 
(1)  The address and location of each workplace 
in which is present; 

(2) A brief description of each process or 
operation which may result in employee expo- 
su rc to  -- ..; 

(3) The number of employees engaged in ortch 
prucess or oporat-inn who may be exposed 

and an estimate of the frequency and 
degree of exposure that  occurs; and 

(4) A brief description of the employer's safety 
a.nd health program as i t  relates to limitation of 
employee exposure to , 

(e) Exposure monitoring. 

(2) Dermal and eye exposure (As appropriate.) (1) General. 
The employer shall assure that no employee is 
exposed to eye contact or skin contact with (i) Determinations of airborne exposure 

levels shall be made from air samples that  
nre representative of each employee's expo- 

(i) Within (insert appropriate time period) of sure to over an eight (8) hour peri- 
the effective date of this section, the od. Monitoring of exposure levels required 
employer (If eye exposure to does . under this paragraph shall be made ? -  

834.52 Change 10 
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follows: [insert method or alternative meth- 
ods to be used to meet the requirements of 
this paragraph]. 

(ii) For the purposes of this section, 
employee exposure is that exposure which 
would occur if the  employee were not using a 
respirator. 

(2) Initial monitoring. Each employer who has 
one or more workplaces where (specify the 
types of workplaces subject to the monitoring 
requirement), shall within (insert appropriate 
period) of the effective date of this section 
(insert requirements for initial monitoring, as 
appropriate). 

(3) Frequency. (Insert, if appropriate, provi- 
sions prescribing the minimum frequency a t  
which monitoring must be repeated, the condi- 
tions under which such frequency must be 
increased, or may be reduced, and conditions 
under which such routine monitoring may be 
discontinued (for example where the  action 
level is not exceeded) where appropriate, 
specify different frequency requirements for 
certain types of workplaces where, for exam- 
ple, exposure levels are subject to greater or 
less variability.) 

(4) Additional monitoring. (Insert, if appropri- 
ate,  provisions for monitoring, in. addition to 
the requirements (if any) of paragraph (e)!3). 
This may include a production, process, control 
or personnel change which might result in new 
or additional exposure to or whenever 
the employer has any other reason to suspect a 
change which might result in new or additional 
exposures to .) 

(5) Employee notification. 

(i) Within (insert appropriate period) after 
the receipt of monitoririg results, the 
employer shall notify each employee in writ- 
ing of the results which represent that 
employee's exposure. 

(ii)  Whenever the results indicate that the 
representative employee exposure exceeds 
t h e  permissible exposure  l imits ,  t h e  
employer shall include in the written notice a 
statement that  .permissible exposure limits. 
were exceeded and a description of the cor- 
rective action being taken to reduce expo- 

sure to or below the permissible exposure 
limits. 

(6) Accuracy of measurement. (Insert require- 
ments for accuracy of methods of measurement 
or detection used to comply with the para- 
graph.) 

(f)  (Reserved.) 

(g) Methods of compliance. 

(1)  General. Employee exposures to 
shall be controlled to or below the permissible 
exposure limits by any practicable combination 
of engineering controls, work practices and 
personal protective devices and equipment, 
during the effective period of this emergency 
temporary standard. 

Note.- Where engineering controls or work practices can 
reduce employee exposures to  . it is recommended 
that they be implemented where practicable, even where 
they do not themselves reduce exposures to, or below the 
permissible exposure limits. Work practices which can be 
implemented by the employer to help reduce employee 
exposures to include limiting access to  work areas 
to authorized personnel, prohibiting smoking and consump- 
tion of food and beverages in work areas, and establishing 
good maintenance and housekeeping practices, including the 
prompt clean-up of spills and repair of leaks. 

(2) Engineering and work practice control plan. 

(i) Within (insert appropriate time period) of 
the effective date of this emergency tempo- 
rarys tandard,  the employer shall develop a 
written plan describing proposed means to 
reduce employee exposures to the lowest 
feasible level solely by means.of engineering 
and work practice controls (which will be 
eventually required by a permanent stan- 
dard for occupational exposure to , 
issued pursuant to  section 1990.160(g) of this 
subpart). 

(ii) Written plans required by this para- 
graph shall be submitted, upon request, to 
the Assistant Secretary and Director and 
shall be available a t  the worksite for exami- 
nation and copying by the Assistant Secre- 
t a r y ,  ' t h e  Director,  and any affected 
employee or designated representative. 

(h) Respiratory protection 

(1)  Required use. The employer shall assure 

Change 10 834.53 1990.152(h)(l) 
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that  respirators are.used where required pur- 
suant to this section to reduce employee expo- 
sures to within the permissible exposure limits 
and in emergencies. 

(2) Respirator selection. 

(i) Where respiratory protection is required 
under this section,' the employer shall select 
and provide a t  no cost to the employee, the 
appropriate respirator from Table 1 below 
and shall assure that  the employee wears the 
respirator provided. 

Table 1.-Respiratnry Protection for 

(The table will contain a listing of the appro- 
priate type of respirator for vario.us condi- 
tions of exposure to . I  

employees, and assure that employees wear, 
appropriate protective clothing or other equip- \ 
ment in accordance with 29 CFR 1910.132 and 
.I33 to protect the area of the body which may 
come in contact with 

(2) Cleaning and replacement. 

( i )  The employer shall clean, launder, main- 
tain, or replace protective clothing and 
equipment required by this paragraph, as 
needed to maintain their effectiveness. 

(k) Housekeeping. 

( 1  ) General. The yllty ar shall; within (inocrt 
appropriate time perlodl of the effective date ul 
this section, implement a housekeeping pro- 
gram to min1111ize accur~~ulat.ions o f ,  

(i) The program shall include (insert appro- 
priate elements): 

(ii) The employer shall select respirators . ( a )  Periodic, scheduling of routine house- 
from those approved by the National lnsti- 
tu te  for Occupational Safety and Health 

keeping procedures; 

under the provisions of 30 CFR Par t  11. (b )  Provision for periodic cleaning of dust 
collection systems; 

(3) Respirator program. V 

( i )  The employer shall institute a respirator 
~ ro tec t ion  promam in accordance with 29 

( c )  Provision far maintaining clean aur. 
faces; 

'CPR 1910.134 (g), (dl, (el and ( f ) .  ( d )  Provision for assigning personnel to  
housekeeping procedures; and 

(ii) Employees who wear respirators shall be 
allowed- to wash their face and respirator (e)  Provision for informing employees 
face piece to  prevent potential skin irritation about housekeeping program. 
associated with respirator use. 

(iii) The employer shall assure that  the 
respirator issued to each employee is proper- 
ly fitted (as appropriate, indicate the require- 
ment for a qualitative or quantitative respi- 
rator fit testing program .) 

(i) (Reserved.) 

(j) Protective clothing and equipment. 

( 1 )  Provision and use. Where employees are 
exposed to eye or skin contact with 
(insert criteria which trigger this requirement 
as appropriate), the employer shall within 
(insert appropriate time period) of the  effective 
date of this standard provide, a t  no cost to the 

(I) Waste disposal. 

(1)  General. The employer shall assure that  no 
waste material containing is dis- 
persed into the workplace, to  the extent practi- 
cable. 

(2) The employer shall label, or otherwise 
inform employees who may contact waste 
material containing of the contents of 
such waste material. 

(3) (Insert specific disposal methods, as  
appropriate.) 

(m) (Reserved). 
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- n )  Medical surveillance, 

(1)  General. 

J (i) The employer shall institute a program of 
medical surveillance for each employee who 
is or will be exposed to . The 
employer shall provide each such employee 
with an opportunity for medical examina- 
tions and tes t s  in accordance with this para- 
graph. 

(ii) The employer shall assure tha t  all medi- 
cal examinations and procedures a r e  per- 
formed by or under the  supervision of a 
licensed physician, and shall be provided 
without cost t o  the  employee. 

(2) Initial examinations. Within (insert appro- 
pr iate  time period) of t he  effective da te  of this 
section, or thereafter  a t  the time of initial 
assignment, t he  employer shall provide each 
affected employee an opportunity for a medical 
examination, including a t  least t h e  following 
elements: 

(i) A work history, a medical history, and a 
physical examination with direct emphasis 

I towards (insert appropriate systems) which 
shall include the  relevant personal history of 
t he  employee, family, and occupational back- 
ground. (Specify additional factors t o  be 
considered, including, as  pertinent to  the  
specific health hazard(s1 posed by 
genetic and environmental factors.) 

(ii) The medical examination shall also 
include the following: (insert appropriate 
mcdical protocol. Where appropriate, pro- 
vide that  the examining physician shall con- 
duct such examinations and tests  as  a r e  
needed according to his professional judge- 
ment )  

[Note: Where appropriate, require or permit different 
medical protocols, or different frequencies of medical 
examinations, for separate sub-populations of employees 
covered under paragraph (n)( l ) ] .  

(3) Periodic examinations. (Insert  appropriate 
medical protocol and time.) 

(4) Interim examinations. If t he  employee for 
any reason develops signs or symptoms com- 
monly associated with exposure to  

STANDARDS AND INTERPRETATIONS 

t h e  employer shall provide appropriate exami- 
nation and emergency medical t reatment .  

(5) Information provided to the physician. The 
employer shall provide t he  following informa- 
tion t o  t he  examining physician: 

(i) A copy of this  emergency temporary 
s tandard and i t s  appendices; 

(ii) A description of t he  affected employee's 
duties a s  they relate  to  the  employee's expo- 
sure; 

(iii) The employee's representative expo- 
su re  level; 

(iv) A description of any personal protective 
equipment used o r  to  be used; and 

(v) The names and addresses of physicians 
who, under the  sponsorship of t he  employer, 
provided previous medical examinations of 
the  affected employee, if such records a r e  not 
otherwise available to  the  examining physi- 
cian. 

(6) Physician's written opinion. 

(i) The employer shall obtain a written opin- 
ion from the  examining physician which shall 
include: 

la )  The results of the medical tes t s  per-  
formed; 

Ib) The physician's opinion a s  to  whether  
the employee has any detected medical 
conditioli which would place t he  employee 
a t  an increased risk of material impairment 
of the employee's health from exposure t o  

I c l Any recommended limitations upon 
the employee's exposure t o  or 
upon t h e  use of protective clothing and 
equipment such as  respirators; and 

Id) A s ta tement  that  the  employee has 
been informed by the physician of the  
results of the  medical examination and any 
medical conditions which require further  
examination or  t reatment .  

(ii) The employer shall instruct the  physi- 
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cian not to  reveal in the written opinion spe- 
cific findings or diagnoses unrelated to occu- 
pational exposure to , 

(iii) The employer shall provide a copy of the 
written opinion to the affected employee. 

(0) Employee information and training. 

(1) Training program 

(i) Within (insert appropriate time period) 
from the effective date of this standard, the 
employer shall institute a training program 
for all employees where there is occupational 
exposure to  and shali assurc thcir 
participation in the training program. 

(ii) The employer shall assure that each 
employee is informed of the following: 

( a )  The information contained in the 
Appendices; 

( b )  The quantity, location, manner of use, 
release, or storage of and the spe- 
cific nature of operations which could 
result in exposure to , as well as 
any necessary protective steps; 

(1) Exposure monitoring. 

(i) The employer shall establish and main- 
tain an accurate record of all monitoring 
required by paragraph (e)  of this section. 

(ii) This record shall include: 

(a )  The dates, number, duration, and 
results of each of the samples taken, 
including a description of the sampling 
procedures used to determine representa- 
tive employee exposure; 

( h )  A description of the sampling and ana- 
lytical methods used; 

( C  1 Type of respiratory protective devices 
worn, if any; and 

( d )  Name, social security number, and job 
classification of the employee monitored 
and of all other employees whose exposure 
the measurement is intended to represent. 

(iii) The employer shall maintain this record 
for the effective period of this emergency 
temporary standard and for any additional 
period required by the permanent standard. 

Ic) The purpose, proper use, and limita- (2) Medical surveillance. 
tions of respirators; 

( i )  The employat .:hall .establish and main- 
Id) The purpose and description of the tain an accurate record for each employee 
medical surveillance program required by subject to medical surveillance as required 
paragraph (n) of this section; and by paragraph (n) of this section. 

( e )  A review of this standard. , (ii) 'This record shall include: 

(2) Access to training materials. 
( a )  A copy of the physicians' written opin- 
ions. 

(i) The employer shall make a copy of this ( b )  Any employee medical complaints 
standard and its appendices readily available related to exposure to 
to  all affecbed employees. t 

( c )  A copy of the information provided to 
( i i )  The employer shall  provide,  upon the physician as required by paragraph 
request, all materials relating to the (n)(6) of this section; and 
employee information and training program 
to the Assistant Secretary and the Director. (d ) A copy of the employee's work history. 

(p) (Reserved.) 

(q) Recordkeeping. 

(iii). The employer shall assure that this 
record be maintained for the effective period 
of this emergency temporary standard, ana 
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for any additional period required by the 
permanent standard. 

(3) Availability. 

(i)The employer shall assure that  all records 
required to be.maintained by this section be 
made available upon request, for examina- 
tion and copying to the affected employee, 
former employee, or designated representa- 
tive. 

(ii). The employer shall assure that  employee 
exposure measurement records, as required 
by this section, be made available upon 
request to  the Assistant Secretary and the 
Director for examination and copying. 

(iii) The  employer shall  a s s u r e  t h a t  
employee medical records required to be 
maintained by this section, be made avail- 
able, upon request, for examination and copy- 
ing to the affected employee or former 
employee, or to a physician designated by the 
affected employee, former employee, or 
designated representative. 

(r) Observation of monitoring. 

(1) Employee observation. The employer shall 
provide affected employees, or their desig- 
nated representatives, an opportunity to 
observe any monitoring of employee exposure 
to conducted pursuant to paragraph 
(el of this section. 

(2) Observation procedures. 

(i) Whenever observation of th'e monitoring 

1990.152(9)(2)(iii) 
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of employee exposure to  requires 
entry into an area where the use of protec- 
tive clothing or equipment is required, the 
employer shall provide the, observer with 
personal protective clothing or equipment 
required to be worn by employees working in 
the  area, assure the  use of such clothing and 
equipment, and require the observer to com- 
ply with all other applicable safety and 
health procedures. 

(ii) Without interfering with the monitoring, 
observers shall be entitled to: 

(a)  Receive an explanation of measure- 
ment procedures; 

(b )  Observe all steps related to the meas- 
urement of airborne concentrations of 

performed a t  the place of expo- 
sure; and 

( c )  Record the results obtained. 

(s) Effective date. This section shall become effec- 
tive (insert effective date). 

(t) Appendices. The information contained in the 
.appendices is not intended, itself, to create any , 
additional obligations not otherwise imposed or 
to detract from any exisiting obligation. 

Appendix-Substance Safety Data Sheet * ' *  * * * 

Appendix-Substance Technical Guidelines * * * * * 

Appendix-Medical Surveillance Guidelines * * * * * 




