
Environmental Health Associates,  Inc. 

Joseph T .  Seawell 
Chemical Manufaccurefr Association 
1 8 2 5  Connecticut Avenue8 NW 
Washington, D.C. 20009 - 
Dear Hr. Seawell: 

This will confirm and summarize t h e  points discussed in our ? ' 

telephone conversation concerning the vinyl chloride morta- ,  i 
l i t y  study data and the work desired 'by t h e  Chemical blanu-'. 
facturers Association. 8 For additional detail, refettnce*!d 
should be made to our letters 02 May 1s and May 25, 
Dr. T. R. Torkclson (copies to you). 

19798 to 

For ease of reference I will number t h e  points we d i s c u s s e d .  
1) Environmental Health Associates, Inc., has adequate and 
secure working-storage facilities to accornodate t h e  vinyl 
chloride study files. This space will be made a v a i l a b l e  for 
a reasonable period of t ime at no charge while CMA and EHA 
formulate a scope of work to be performed. If CMA selects 
EHA to undertake a follow-up study, no stotagc charges w i l l  
be i n v o l v e d .  If CMA elects n o t  to proceed w i t h  a follow-up 
Study8 a reasonable charge for storage w i l l  be  established 
a t  t h e  t ime.  

: 31, EqA i-s prtpatcd to prpctpd iaupediatcly with .a. folfoy=up,g 
1 . ~ S ~ u d ~ ~ d f ' ~ t h ~ ~ ~ ~ ~ ~ ~ a ' s : ~ s ~  id&;ct'ificb: as :*bta fn  cancer'; in t h e  

''Equit'ablc Environmental Health f i n a l  mortality study' report  ' 
of 1978. Available information indicates that these 12 
cases came from four or f i v e  separate p l a n t s .  &HA will require e a t l y  a s s i s t a n c e  from CMA in order  to identify a 
contact person at e a c h  planc who ufll be res-nsible f o r  
expediting EHA requests for information. 5 r  
EHA proposes t o  obtain copies of the fo l lowing f i l e s  for r -.-..-... - . * -..--each case : 

a) Company medical f i l e ,  

b) Company personnel file, F-J vvc 0 0 0 0 0 3 6 ~ s  



.- 
Joseph Stave11  
January 1 5 ,  1980 

d) Additional information from s u p e r v i s o r s  of fellow 
workers concerning work history ,  previous employ, 
m e n t ,  hobbies, ctc. The e x t e n t  to which Chis  can 
be done depencis on information o S c a i n e d  from the 
company's f i l e s .  

I f  adequate i n f o r m a t i o n  is available from t h e  above sources, 
EHA w i l l  attempt to obtain: 

a) P e r t i n e n t  medical h i s c o t y  from personal physician 

b) Surgical and/or autopsy h i s  t o p a t h o l o g y  results 

When possible, from sour- 
ces which can be identified i n  t h e  subsequent report- Where 
ehe information is obtained on a .sonf ident ia& -basfs, no 
source c i t a t i o n  will be provided. -- -. '--- 

t h i s  information w i l l  be o b t a i n e d  

- . .+ 

A t  CMA's option, EHA will contact  the deceased's family for 
adriitional d e t a i l s .  This may be decided on a case by case 
basis i n  consuLtation with t h e  company invo lved .  rf, a par- .: 
tic+&r _case has been. adjudicated,  rhete is l i c r l e  'reason"to -- 

. avofd fEmiXyZ contact as' t h i s  can be'.ga':valuable information-. 
:&oucce: . .  

OA the basis of t h e  data collected €or each case, EHA will 
establish to the  e x t e n t  possible: 

- 

. .-e - - a._.*-,..C-_.- --.a --a- - - -  -- - . .: -- -. . *. . 

n 

a) verification of diagnos i s ;  

b) h i s t o l o g i c  diagnosis;  

c) complete j o b  h i s tory  including: 

Z) nature  of v i n y l  c h l o r i d e  exposure [ l e n g t h ,  r e l a t i v e  
level, time since first exposure, t i m e  between Last 
exposure, and onset  of clinical i l l n e s s  ( l a t e n c y )  : 

2)  l i k e l i h o o d  of exposure t o  other  chemicals; 

3) employment before  and a f t e r  v i n y l  chloride expo- 
sure; and 

d )  other sources of confounding exposures s u c h  as 
hobbies ,  etc .  

Information concerning t h e  validity OP t h e  association be- 
tween these 12 d e a t h s  and exposure to vinyl chloride w i l l  be a 
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c v r l u r t e d  by Drs, Whorton and M i l b y .  The i n v c s c i g a t o c s  w i l l  
examine c h e s c  d a t a  Cor commonality OE' cxp0sc:rc var i ab le s ,  
time between onset O C  exposure and d i s e a s e  development ,  cell 
c y p a ,  assoc ia t ion  with exposure eo ocher a g e n t s ,  and Ocher 
r e l a t ed  matters .  

Conclusions will be r c p o c t e d  t o  CELA i n  a f i n a l  t echnica l  re- 
por t .  No information will be submitted by EHA for  publi- 
ca t fon  without consul ta t ion w i t h  CMA on the mannec i n  w h i c h  
t h e  data ace t o  be reported.  

No work can proceed on this s t u d y  u n t i l  the vinyl chlor ide  
study f i l e s  reach EHA. Subject to timely reponsc on EHA 
reques ts  Cot fnformacion from t h e  plants i n v o l v e d ,  t h e  work 
will r e q u i t e  appcoxiaatcly 6 weeks to complete from t h e  t i m e  
authorization by cn)r is received. 

Based on alk 06 the assumptions stated and implied above, 
the cost of t h e  study w i l l  approximately $ 1 0 , 0 0 0 .  T h i s  
assumes no t f a v c l  on the part of EHA p e r s o n n e l .  EHA pto- 
poses the following budget on which a time and mate t fa l s  
c o n t r a c t  can be developed. 

Personnel Time Rate costs 

D. Whocton, M.D. 60hCS. $05 $ 5 , 1 0 0 . 0 0  

T. Milby, M.D. 

R. D a v i s  

4 0 h r s .  $85 $ 3 ,  400 .oo 
2Ohcs. $50 s1,ooo.oo 

$140.00 Research Assis tan t  l 0 h r s .  $14 

Secte tar ia l  

Total  Pctsonnel 

' O t h e r  Direct Costs 

Telephone 
Compuccr, Postage, e tc .  
Tocal Other Direct Costs  

lOhrs . 
14Ohrs. 

$ 1 4  $140.00  

$ 9  r 7 8 O o O O  

$ 7 0 0 . 0 0  
s 1 0 0 . 0 0  
$800.00  

Total Estimated Pto.ject C o s t s  510,580.OO 

I f  OlA des ires  a meeting w i t h  EHA personnel to d i s c u s s  1Pdt- 
cers p e r t a i n i n g  solely to t h e  bra in  tumor s t u d y ,  the meeting 
w i l l  be a t t ended  Drs, Milby and Whorton. The following 
es t imate  assumes a one-day meecing i n  Dallas, Texas. (Wash- 
ington,  D.C. will add approximately $500 t o  the c o s t . )  

1 '  " 
"-r- -. 1 
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f ,  

T. M i l b y ,  M . 0 .  16 h o u r s  e S 8 S / h c .  $1,360 
0. W!lorcon, M . D .  16 hours e S 8 S / h c .  S L ,  360 

T o t a l  EHA S t a f f  
T r a v e l  COSEJ 

5 2 , 7 2 0  
5 1 , 0 5 0  

T o t a l  Mee t ing  Costs $ 3 , 7 7 0  

E x a m i n a t i o n  of t h i s  new i n f o r m a t i o n  may s e r v e  t o  c l a r i f y  a 
number of q u e s t i o n s  r e q a t d i n g  t h e  presence or a b s e n c e  o€  a 
p o s i t i v e  c o r r e l a t i o n  b e t w e e n  e x p o s u r e  to v i n y l  c h l o r i d e  
monomer (vcn) a n d  t h e  d e v e l o p m e n t  of. b r a i n  c u m o r s ,  h e n c e  
w o u l d  be of e & f . ~ # - y n l . u ~  so, .kea .li f e t a b u r e  on t h i s  s u b j e c t .  
H o u e v e c ,  i t  wou ld  be e x c e s s i v e l y  optomistic to e x p e c t  e v e n  
t h e  most a s s i d u o u s  r e c o n s t r u c t i o n  of e x p o s u r e  a n d  e f f e c t  
da t a  o n  these 22 cases to e s t a b l i s h  or deny b e y o n d  d o u b t  t h e  
existence of a- statistically and b i o l o g i c a l l y  p l a u s i b l e  
r e l a t i o n s h i p  between VCM e x p o s u r e  a n d  b ra in  t u m o r  i n d u c t i o n .  
This f i n a l  l e v e l  of proof must a v a i t  the a p p l i c a t i o n  of 
o t h e r  research s t r a t e g i e s ,  i n c l u d i n g  f u r t h e r  f o l l o w - u p  of 
t h e  f i v e  y e a r  old v i n y l  c h l o r i d e  c o h o r t  a n d  w e l l  p l a n n e d  
s t u d i e s  i n  e x p e r i m e n t a l  a n i m a l s .  EHA. would be h e s i t a n t  to 
u n d e r t a k e  t h e  f o l l o w - u p  s t u d y  of t h e  12 b r a i n  t u m o r  cases 
w i t h o u t  r e a s o n a b l e  assurance t h a t  a f i v t - y e a r  f o l l o w - u p  of 
t h e  e x i s t i n g  v i n y l  chlor ide c o h o t t  w i l l  t a k e  place. 

3) EHA'S l e t t e r  to D r ,  T o r k e l s o n  O f  May 15 o u t l i n e s  Some of 
the i m p o n d e r a b l e s  a f f e c t i n g  t h e  d e v e l o p m e n t  of a protocol 
for t h e  €allow-up of t h e  v i n y l  chloride s t u d y  cohort. EHA 
proposes to e v a l u a t e  t h e  e x i s t i n g  da ta  base i n  order to 
d e v e l o p  a s t u d y  protocol accepcable to QlJ4, A b u d g e t  for 
t h a t  e v a l u a t i o n  i n c l u d e s :  

P e r s o n n e l  Time Rate cos t S  

R. L. D a v i s  6 O h r s  e sso S3,OOO 
2 O h r s  e $21 S 4 2 0  

S l l 2  B h r s  e S 1 4  
J. S c h u l m a n  
Secte  t asy  

T o t a l  P e r s o n n e l  $ 5 , 2 3 2  

T o  €Io Milby, M O D -  2 O h r s  e $85 $18'100 

W .  C .  Cooper, M.0 ,  1 Day @ $ 6 8 0  
H. StUbbS,  P h . 0 .  1 Day @ $185  
T o t a l  C o n s u l t a n t s  

O t h e r  Direct C o s t s  

$ 6 8 0  
$185 
$ 8 6 5  
- 
$100 

$6,197 


