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ABSTRACT

R e c e n t legis la t ion including the C l e a n Ai r Act ,
the C l e a n W a t e r Act , the Occupational S a f e t y and
H e a l t h Act , the So l id W a s t e Disposal Act , the Re-
s o u r c e Conservat ion and R e c o v e r y Act , and,
especial ly, the T o x i c Substances C o n t r o l Act , is
having a g r e a t i m p a c t on chemical manufacturers. The
burgeoning maze of rules , regulat ions , p o l i c y state-
m e n t s , implement ing t h e s e acts imposes serious
obl iga t ions o n al l t h o s e engaged in f a t t y acid m a n u -
f a c t u r e , processing, d i s t r ibu t ion , and r e s e a r c h and
development . The Manufacturing and Processing
Notices , Sec. 5 , and Report ing and R e t e n t i o n o f In-
format ion, See. 8 , requirements of T S C A , r e q u i r e
extensive recordkeeping and report ing, and will
a f f e c t indust ry ' s development of new p r o d u c t s and
signif icant n e w uses of p r o d u c t s . The sta tus of f a t t y
chemicals o n the inventory of exis t ing chemicals and
the SDA e f f o r t s in the l i s t ing o f p r e m a n u f a c t u r e no-
t i f icat ion are e x t r e m e l y i m p o r t a n t to al l segments of
the f a t t y acid and derivative indust r ies .

INTRODUCTION
Certain a s p e c t s o f the implementat ion of the T o x i c

Substances C o n t r o l Act ( T S C A ) have expl ic i t bearing on
f u t u r e innovat ion in f a t t y chemicals . The main thrus t of
T S C A is c o n t a i n e d in Sec. 5 , Manufacturing and Processing
Notices , u n d e r w h i c h a m a n u f a c t u r e r mus t n o t i f y the
Environmental Protect ion A g e n c y n i n e t y days b e f o r e
manufacturing a new chemical substance for c o m m e r c i a l
purposes . This i s called a p r e m a n u f a c t u r e n o t i c e (PMN).

This PMN requirement wi l l have a mos t p r o f o u n d ,
far-reaching i m p a c t on the chemical indus t ry . If a f t e r Ju ly
I, 1 9 7 9 , one p r o p o s e s to m a n u f a c t u r e a f a t t y c h e m i c a l or
i m p o r t one from a n y w h e r e o u t s i d e the c u s t o m s terri tory o f
the U.S. he firs t mus t consider w h e t h e r i t i s on the Inven-
tory of exis t ing chemical substances. If the substance i s on
the Inventory, he can go a h e a d and manufacture/import
wi th no restr ict ions - at th i s t i m e . I f the substance i s not
on the I n v e n t o r y and any supplements t h e r e t o , a f t e r Ju ly 1 ,
he mus t n o t i f y E P A n i n e t y days p r i o r to any such m a n u -
f a c t u r e or i m p o r t . S o m e aspects of th i s premanufacture
not i f icat ion ( P M N ) are discussed later.

What is the Inventory?

T S C A requires E P A to compi le and keep c u r r e n t a list of
al l c h e m i c a l substances m a n u f a c t u r e d or i m p o r t e d for
c o m m e r c e in the U.S. This , the Inventory, E P A considers to
be "firs t publ ished" July 1, 1 9 7 9 .

The Act st ipulates that th i s list be f irs t publ ished not
l a t e r than 315 days a f t e r the effective date of the Act -
that was Nov. 11 , 1 9 7 7 . Nonetheless in Dec. 1 9 7 7 , the
A g e n c y issued I n v e n t o r y report ing r u l e s requiring m a n u f a c -
turers/ importers to r e p o r t by May 1, 1 9 7 8 , all chemical
substances m a n u f a c t u r e d or i m p o r t e d for c o m m e r c i a l
purposes in 1 9 7 7 . Materials m a n u f a c t u r e d for the firs t t i m e
b e t w e e n May 1 , 1 9 7 8 , and June 30 th i s year c o u l d also be
r e p o r t e d . Any such wi l l comprise the firs t supplement .

Recognizing that one d o e s n ' t sit down with a y e l l o w pad
and make a list of the m y r i a d chemicals m a n u f a c t u r e d by
i t s m e m b e r s , the Soap and D e t e r g e n t Associat ion ( S D A ) in
N o v e m b e r 1976 f o r m e d the T S C A Subcommit tee of the
Legal C o m m i t t e e to interact wi th E P A in implement ing

T S C A and especially in developing r u l e s for the Inventory.
E a r l y on , E P A d e c r e e d that the Inventory w o u l d be

o r d e r e d by Chemical Abstracts Services Regis t ry n u m b e r
(CAS Reg. N o . ) . In Apri l they publ ished the three-volume
Candidate Lis t of some 3 7 , 0 0 0 chemical substances wi th
corresponding CAS Reg. Nos . If the substance to be re-
p o r t e d for the Inventory was on the C a n d i d a t e Lis t one
m e r e l y r e p o r t e d the CAS Reg. _No. and the alpha-numeric
eight-digi t E P A code designat ion a l o n g with the additional
product ion v o l u m e by manufacturing site, etc. information
o n Form A. It was the e x p a r t e c o n t a c t s who convinced E P A
they n e e d e d th i s addit ional information and who c a u s e d
the report ing r u l e s to be revised, delaying publ icat ion of the
I n v e n t o r y and providing 567 days o f g r a c e b e f o r e PMN
requirements c o u l d go in to e f f e c t . If the substance was not
on the c a n d i d a t e list and one c o u l d o b t a i n the CAS Reg.
No., i t was r e p o r t e d on Form B with the specif ic chemical
n a m e . If the CAS Reg. No. was not k n o w n or not avai lable
or the chemical ident i ty was c l a i m e d confident ial , the
substance was r e p o r t e d on Form C with e n o u g h informa-
t ion to clearly ident i fy the substance.

For Class 1 c h e m i c a l substances, i.e., t h o s e w h o s e
composi t ion can be represented by a def in i te chemical
structure, report ing was relat ively straightforward: (a)
specif ic chemical n a m e ; (b) the chemical formula; and (c)
the chemical structure. Even for p o l y m e r s w h o s e con-
s t i tuents were all Class 1 substances, i t was necessary only
to list the m o n o m e r s by chemical name and CAS Reg. No.
H o w e v e r , vi r tual ly al l f a t t y chemicals are Class 2 substances
w h o s e composi t ion c o u l d not be ful ly represented by a
chemical structure diagram. CAS claims they do not ass ign
CAS Regis t ry Nos . and I n d e x n a m e s to such substances.
This is not t r u e .

For purposes of the Inventory CAS selected p r e f e r r e d
n a m e s for many such substances and l is ted them in the
U n k n o w n or Variable Compos i t ion , C o m p l e x R e a c t i o n
Products and Biological Materials ( U V C B ) sect ion of the
Candidate Lis t wi th n e w l y assigned Reg. Nos . A f t e r strug-
g l ing wi th the l i s t ing in the UVCB section and more par-
t icular ly wi th the omiss ions in at tempt ing to list our f a t t y
chemicals according to the I n v e n t o r y report ing rules , the
T S C A Subcommit tee task g r o u p p r o p o s e d to T P A sys tem-
atical ly derived, chemically descriptive E P A Substance
N a m e s for t h e s e Class 2 f a t t y chemicals . The n a m e s consis t
of two or t h r e e parts : (a) an a l k y l descriptor w h i c h de-
scribes the long c h a i n a l k y l g r o u p ; (b) the funct ional i ty
descriptor w h i c h identifies the functional group(s); and (c)
the sal t descriptor ident i fying the cat ion, i f any. For
e x a m p l e : C 14-C 18 a l k y l a m i n e .

The p r o c e d u r e evolved in to a grid comprised of 27 alkyl ,
115 funct ional i ty and 14 sal t descriptors . To r e p o r t the
a b o v e e x a m p l e for the I n v e n t o r y i t was necessary only to
r e p o r t the name C14-C18 alkyl a m i n e and corresponding
SDA n u m b e r 17-029-00 and not the s o u r c e as hydrogenated
t a l l o w a m i n e , etc.

On Apri l 5 , SDA dis t r ibuted th i s as an alternate pro-
c e d u r e for ident i fying f a t t y chemicals for the Inventory to
i t s m e m b e r companies . This was jus t t h r e e w e e k s b e f o r e the
end o f the report ing period. Most c o m p a n i e s had a l r e a d y
compiled t h e i r Inventory us ing t e r m s l ike tal low a m i n e ,
soya f a t t y acids and bis ( h y d r o g . tal low) dimethyl am-
m o n i u m chloride. Consequent ly , th i s very i m p o r t a n t quat
is not r e p o r t e d by the more g e n e r i c SDA n u m b e r . The less
signif icant unsaturated tal low p r o d u c t was r e p o r t e d as SDA
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01-047-00 a n d i s l i s t e d in t h e Inventory a s b is (C8.18 a n d
C! a u n s a t , a l k y l ) d i m e t h y l a m m o n , c l .

E P A w e n t o n to pub l i sh this p r o c e d u r e as S e c . 1 o f
A d d e n d u m III t o t h e C a n d i d a t e L i s t . I ts availability was
a n n o u n c e d in the F e d e r a l R e g i s t e r o n A p r i l 1 7 . W e were
a s s u r e d that t h e r e p o r t i n g p e r i o d w o u l d be e x t e n d e d to
p e r m i t c o m p a n i e s to use the alternative p r o c e d u r e .

T h e r e s u l t o f the A g e n c y ' s i n e x c u s a b l e d e l a y a n d h i g h -
h a n d e d n e s s in r e f u s i n g to e x t e n d t h e r e p o r t i n g p e r i o d was
that only t h r e e c o m p a n i e s u s e d t h e p r o c e d u r e a n d 108
c o m p o u n d s w e r e r e p o r t e d by S D A n u m b e r . A t l e a s t that i s
all that is l i s t e d in Vol. III, U s e r ' s G u i d e to t h e Inventory,
u n d e r SDA. H o w e v e r , E P A / C A S evidently u s e d t h e a l k y l
descriptors in a g r e a t m a n y s u b s t a n c e d e f i n i t i o n s - s e e Part
1 , A p p e n d i x A, to Vol. I. Also u n d e r C A S R e g . No.
68002-59-5 Q u a t . A m m . C m p d s . D i (C14-C18 alkyl)
d i m e t h y l a m m o n , el. The S D A p r o c e d u r e i s p u b l i s h e d a s
Part 2 , A p p e n d i x A o f t h e Inventory.

I urge a greatly e x p a n d e d use o f this systematically
d e r i v e d , c h e m i c a l l y descriptive n o m e n c l a t u r e a s t h e pre-
f e r r e d n o m e n c l a t u r e in the revised Inventory t o be pub-
l i s h e d next y e a r .

So m u c h f o r t h e Inventory. I t is jus t t h e p r e l u d e . E P A
says t h e list was first p u b l i s h e d " J u n e 1 , 1 9 7 8 . " I f this d a t e
h o l d s , it m e a n s t h e PMN r e q u i r e m e n t s o f T S C A b e c o m e
effective July 1 . I f y o u plan t o i n t r o d u c e a n e w c h e m i c a l
s u b s t a n c e into c o m m e r c e a f t e r Ju ly 1 , y o u m u s t f i r s t n o t i f y
E P A at l e a s t n i n e t y d a y s b e f o r e its m a n u f a c t u r e f o r com-
m e r c i a l p u r p o s e s m a y c o m m e n c e . A new c h e m i c a l sub-
s t a n c e is o n e that i s not i n c l u d e d o n t h e I n v e n t o r y o f
c h e m i c a l s u b s t a n c e s a n d a n y s u p p l e m e n t s t h e r e t o . A m a s t e r
list is m a i n t a i n e d by EPA.

F o l l o w i n g a preposterously p r o d i g o u s e f f o r t last y e a r ,
E P A p u b l i s h e d o n J a n u a r y 10 the p r o p o s e d PMN R e -
q u i r e m e n t s a n d R e v i e w P r o c e d u r e s for c o m m e n t . This is
t h e d o c u m e n t t h a t s c o r e s 35 b e l o w zero o n a s c a l e o f 0 t o
100 for clarity a n d r e a d a b i l i t y . Theft i n t e n t was to pub l i sh
f i n a l r u l e s c o n s i d e r i n g all c o m m e n t s p r i o r to Ju ly 1 . T h e r e
w e r e over 180 c o m m e n t s o n t h e p r o p o s e d r u l e s . The MCA
c o m m e n t s a l o n e e n c o m p a s s e d over 400 p a g e s w i t h a b o u t
3 0 p a g e s o f s i m p l i f i e d f o r m s .

Without g o i n g into d e t a i l , it wi l l have t o s u f f i c e to s t a t e
that t h e p r o p o s e d PMN r e q u i r e m e n t s g r e a t l y e x c e e d t h e
s t a t u t o r y a u t h o r i t y g r a n t e d the A g e n c y by the Act , a n d
a t t e m p t s to circumvent t h e i n t e n t o f C o n g r e s s by r u l e
m a k i n g . C o n g r e s s a f t e r e x t e n d e d d e b a t e r e j e c t e d the
c o n c e p t o f registration o r A g e n c y p r i o r approval o f n e w
c h e m i c a l s u b s t a n c e s s u c h a s are r e q u i r e d u n d e r F I F R A a n d
F F D A . The p r o p o s e d r e q u i r e m e n t s w o u l d do jus t t h a t .
C o n g r e s s c o n c l u d e d it w o u l d s u f f i c e t h a t E P A a n d t h e
p u b l i c be n o t i f i e d at l e a s t n i n e t y d a y s b e f o r e m a n u f a c t u r e
o f a n e w c h e m i c a l s u b s t a n c e for a c o m m e r c i a l p u r p o s e
c o u l d c o m m e n c e . If t h e m a n u f a c t u r e , d i s t r i b u t i o n , process-
ing, u se or d i s p o s a l o f t h e s u b s t a n c e w o u l d i m p o s e a n u n -
r e a s o n a b l e risk to h e a l t h o r the environment, t h e A c t g r a n t s
E P A a u t h o r i t y t o take appropriate r e g u l a t o r y a c t i o n to
mitigate s u c h r i s k , even t o p r o h i b i t i n g its m a n u f a c t u r e .

I f t h e r e is insufficient i n f o r m a t i o n to a s s e s s the r i s k s
a s s o c i a t e d w i t h the m a n u f a c t u r e , processing, etc. and s u c h
m a n u f a c t u r e m a y p r e s e n t a n u n r e a s o n a b l e risk or t h e
s u b s t a n c e wi l l be p r o d u c e d in s u b s t a n t i a l q u a n t i t i e s a n d
m a y e n t e r t h e environment o r r e s u l t in significant h u m a n
e x p o s u r e , E P A m a y issue a n o r d e r r e g u l a t i n g t h e s u b s t a n c e
u n t i l s u f f i c i e n t i n f o r m a t i o n is d e v e l o p e d .

The p r o p o s e d r e p o r t i n g form for m a n u f a c t u r e r s is s i x t y
p a g e s l o n g , c o m p a r e d t o t h r e e p a g e s for t h e r e v i s e d Investi-
g a t i o n a l N e w D r u g application. A.D. Little u n d e r c o n t r a c t
t o E P A e s t i m a t e s it w o u l d cost $9,000-$40,000 jus t to
c o m p l e t e the f o r m , not i n c l u d i n g any c o s t s t o d e v e l o p the
m a n d a t o r y information r e q u i r e m e n t s . E P A m a g n a n i m o u s l y
i n d i c a t e d that this form c o u l d be u s e d d u r i n g the i n t e r i m
w h e n PMN is r e q u i r e d - Ju ly 1 , 1979 , u n t i l t h e f i n a l r u l e s

a n d f o r m s are p r o m u l g a t e d . Y o u can take t h i s s u g g e s t i o n
f o r w h a t it i s w o r t h . Bu t E P A n o w says t h e y wi l l a c c e p t a
PMN in a n y f o r m that c o m p l i e s w i t h Sec. 5 ( d ) . T h e s e
r e q u i r e m e n t s are not diminishing.

S e c . 5 ( d ) l i s t s t h e i n f o r m a t i o n that a PMN sha l l i n c l u d e :
(a) c o m m o n n a m e , c h e m i c a l i d e n t i t y , m o l e c u l a r s t r u c t u r e ;
(b) c a t e g o r i e s o f use ; (c) r e a s o n a b l e e s t i m a t e o f t o t a l
a m o u n t t o be m a n u f a c t u r e d f o r each use ; (d) d e s c r i p t i o n o f
b y p r o d u c t s ; (e) all e x i s t i n g d a t a o n h e a l t h a n d environ-
m e n t a l e f f e c t s r e a s o n a b l y a s c e r t a i n a b l e ; (f) e s t i m a t e o f
n u m b e r o f i n d i v i d u a l s a n d d u r a t i o n o f e x p o s u r e ; (g) m a n n e r
o f d i s p o s a l .

I f it b e c o m e s y o u r lot t o s u b m i t a PMN b e f o r e the f i n a l
f o r m s a r e a p p r o v e d - m a y b e n e x t y e a r , i f t h e r e i s no
litigation; w i t h c o u r t challenges, w h o k n o w s w h e n - I urge
y o u t o o b t a i n a d e q u a t e , t e c h n i c a l a n d l e g a l c o u n s e l .

A m o r e r e c e n t p r o p o s a l f r o m E P A is the M a r c h 16 PMN
T e s t i n g P o l i c y a n d T e c h n i c a l D i s c u s s i o n d o c u m e n t . The
Legislative H i s t o r y o f T S C A s h o w s that C o n g r e s s ex-
tensively d e b a t e d a n d r e j e c t e d m a n d a t o r y p r e m a n u f a c t u r e
t e s t i n g f o r a l l n e w chemicals. O t h e r s e c t i o n s o f T S C A
clearly s h o w that C o n g r e s s p r o v i d e d f o r t e s t i n g g u i d a n c e
p r i o r t o PMN r e v i e w only i f t h e PMN s u b m i t t e r expressly
r e q u e s t s i t . Nevertheless the d i s c u s s i o n d o c u m e n t a n d
a c c o m p a n y i n g s u p p o r t d o c u m e n t s t a t e E P A ' s " . . . l o n g
term goal i s to pub l i sh a s e r i e s o f r e c o m m e n d e d t e s t s a n d
m e t h o d s a l o n g w i t h relatively d e t a i l e d g u i d a n c e c o n c e r n i n g
t h e n e e d for t e s t i n g f o r e f f e c t s in g i v e n s i t u a t i o n s . "

When t h e A g e n c y says i t will c o n s i d e r c o m m e n t s o n t h e
d i s c u s s i o n d o c u m e n t , pub l i sh p r o p o s e d PMN t e s t i n g g u i d e -
l i n e s a n d pub l i sh f i n a l t e s t i n g g u i d e l i n e s it i s c l e a r that they
c o n s i d e r this a s a n a d v a n c e n o t i c e o f p r o p o s e d r u l e m a k i n g
r a t h e r than t h e " v o l u n t a r y g u i d e l i n e s " they p u r p o r t it to
b e . C o m m e n t o n this d i s c u s s i o n d o c u m e n t c l o s e s J u n e 14 ,
1979.

W a r r e n M u f f , D e p u t y A s s i s t a n t A d m i n i s t r a t o r f o r
T e s t i n g a n d E v a l u a t i o n , i s n o w s a y i n g : " M a n y i n d u s t r i e s
have t r i e d t o d e v e l o p explicit r u l e s f o r d e t e r m i n i n g w h e n
a n d w h i c h t e s t s s h o u l d be p e r f o r m e d o n n e w s u b s t a n c e s ,
but they f o u n d i t c o u l d n ' t be d o n e in a w o r k a b l e f a s h i o n . "

The A g e n c y m u s t r e s p o n d t o specific petitions for
g u i d a n c e u n d e r s u b s e c t i o n 4(g) a n d c o u l d m a k e m o d e l
p r o t o c o l s a v a i l a b l e t h r o u g h t h e O f f i c e o f I n d u s t r y Assist-
a n c e , but t h e y c a n n o t legitimately p r o p o s e a n d pub l i sh
f i n a l PMN t e s t i n g g u i d e l i n e s a s t h o u g h they a r e r u l e s o r
r e g u l a t i o n s .

O n May 9 , E P A p u b l i s h e d P r o p o s e d H e a l t h E f f e c t s Test
S t a n d a r d s for T S C A Test R u l e s a n d G L P S t a n d a r d s for
H e a l t h Effects, f o r c o m m e n t by Augus t 7 , 1979 . The
A g e n c y is p r o p o s i n g t h e s e test s t a n d a r d s " t o a s s u r e that
d a t a d e v e l o p e d u n d e r Sec. 4 test r u l e s can be u s e d by E P A
to d e t e r m i n e w h e t h e r t h e t e s t e d c h e m i c a l s p r e s e n t an
u n r e a s o n a b l e r i s k o f o n c o g e n i c o r o t h e r c h r o n i c e f f e c t s . . . "

They e s t i m a t e that the cost p e r c h e m i c a l i s approxi-
m a t e l y : o n c o g e n i c e f f e c t s - $ 4 0 0 , 0 0 0 ; o t h e r c h r o n i c
e f f e c t s $ 5 0 0 , 0 0 0 ; c o m b i n e d - $800,000. The p r e c h r o n i c
r a n g e f i n d i n g s t u d i e s f o r t h e s e are e s t i m a t e d t o c o s t :
o n c o g e n i c e f f e c t s - $ 5 0 , 0 0 0 ; o t h e r c h r o n i c effects -
$ 1 0 0 , 0 0 0 ; c o m b i n e d . - $ 1 3 0 , 0 0 0 . P u b l i c m e e t i n g s o n t h e s e
test s t a n d a r d s p r o p o s a l s wi l l be h e l d in C h i c a g o a n d Wash-
i n g t o n , DC, late this s u m m e r .

I n r e s p o n s e to a su i t by t h e N R D C , t h e A g e n c y h a s
p r o m i s e d to issue t h e first Sec. 4 test r u l e by Dec. 31 a n d
o t h e r s at q u a r t e r l y intervals thereafter. This wi l l m e a n that
t h e s e l e c t e d c h e m i c a l s wi l l have to be t e s t e d for t h e specific
effect(s) l i s t e d in the o r d e r . C o s t s wi l l be b o r n e by the
m a n u f a c t u r e r s a n d p o s s i b l y t h e processors o f t h e s u b s t a n c e .

T S C A is a fact o f life a n d t h e t e s t i n g , PMN, r e g u l a t i o n o f
h a z a r d o u s s u b s t a n c e s a n d i m m i n e n t h a z a r d s a n d r e p o r t i n g
a n d r e c o r d k e e p i n g r e q u i r e m e n t s wi l l be w i t h us f r o m n o w
on . E v e r y o n e c o n c e r n e d w i t h t h e c h e m i c a l i n d u s t r y s h o u l d
a s s u m e r e s p o n s i b l i t y to see t h a t t h e A c t is a d m i n i s t e r e d in a
r e a s o n a b l e a n d p r u d e n t m a n n e r a s C o n g r e s s i n t e n d e d .
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