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HIGHLY COSFLuzpTIAL

MEETIHGS HELD AT MOA HEADJUARTZRY, WASHINGTON DC  AND ,
HATIONAL THSTITUTE OF OCCUPATIOHAL SAPETY AND HXALTH, BOCIVILLE, MAHYLAND
o 16T AND 1798 JULY 1973

INTRODUCITON

At the meeting of the Suropeap Group in Bruasels on 15th Juwne 1973, 1t was
agreed that HCA would be given permission to reveal to NIOSH data arising
from the Bologna atudy. This agreement was comunicated to the MCA Group
which attended the Brussels meating. MCA were told that Drs Sarlanda

of Houtedigon and Duffield of ICT would attend the NIOSK meeting. MCA
were raquested to alloy time for the Buropean Oroup to approach thedr
respactive Covarnmenta before the NIOSH presentation and for tiie reason
the N10SH meeting was arranged for July 17th, '

During the week of 9th July, Montedison requested an urgent meeting of
tha doctors reprssenting the Europeaa Group and this took place in
Bologoa em 12¢h July. At that meeting, Kontedison stated that they were
strongly against giving ¥I03Y any results of Suropean work, as soze of
the Gzroup hed uot yet aporoached thelr gwn GovernNents and as FI0ST
might take precivitate sotion on the basis of data given to taem.
Nontedison also stated that Dr Garlanda would not be attending the NIOSE
rresentation.

The 3olvay and Rhone-Progil doctors felt that, as thoge astatements vere
a change in attitude, they would bave to consult their Henagements, in
order $o clarify Duffield’s remit at the NIOSH mecting. As & rusult,
Bernardi of Rhone Prugil and Gosselin of Solvay were catacted by IDI.
They felt that Duffield ashould exercise "an much discretion aa possibla®
wlat presenting Furopean infarmetion. :

MEETING AT MCA EEADQUARTERS =~ 16TH JULY 1973

Pregsent & 2 Besat
A Clark ¥ca
B Barrackman
7 X Rowve. Daw Checriczl
R N Wheeler Union C..rhide
W £ Rinehart Ethyl Corporation
D P Durfield eI

Before the meeting, Duffisld took the opportunity of speaking to

G T Beat and outlined the developmants which had ocourred since the
Brusgels meeting. Duffiald anid that at the NI0SH zeeting, he planned
to give an outline of the protocol of the Bologna work and the fact
that tuzmours had oecuyred in the test animala. After that, any questions
posed by NIOSH would be answered finnkly. Best stated that MCA wouuld De
happy to accept that fom of presentation.

This position was rerterated at the full meeting, which was held in order
to go through the vresentation,

The only item of any nots at this meeting was that it had been plamned
to give JIOSH a vers:on of the results of Viola's work which was gived
to MCA oyally by, it is thought, LeFevre. Thewe resulis iooluded .
approximate numbars of ceruminema gland tumours arising at levels :;:a
than 30,000 ppm. Yo published data of this 30rt has ever mpea-"ed
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Duffield said that the information could well be inaccurate. This was
agreed and it was, thersfore, deleted from the presentation.

MEETING AT NIOSH HEADCUARTER3, ROCKVILLE, MARYLAND - 17TH JULY 1973

Present : ° Dr Marcus Key -~ Director
Dr Donald Lassiter - Toxicologist

Hr Richard James * NIOSH

Dr Keith Jacobsen - Toxicologist/Biochemiat

Dr Frank Mitchell -~ Priorities inalyst )

G E Bast

V K Rove

R § Wheeler MCA representatives

¥ B Rinehart

D P puffield Buropean Group representative

Rove acted as spokesman for the MCA Group. He opened by saying that the
meeting ‘was requested by MCA in order to inform NI03H of tho carcinogenic
Potential of VCN in rats and to cutline the NMCA programmse for further
inveatigating this effect and the evaluation of any hazard to man.

He indjcated the size of the ipdustry in the USA and abroad and then went
on to spaak about the published Viola worl and the work on AOL. The changes
in the TLV for VCH, due to the finding of minor liver effects by Dow some
years ago were also mentioned at this stage and then Duffield was asked

to speak.

Duffield opensd bysaying that, .

a) not all Zuropean members had yet had an opportwaity to arproach
their Governments.

b) the Buropean investigation was not yet complete.
c) the Buropean work would be published in late 1974.

The Viola work was then outlined and the criticisms of it, on the
basis of :-

1 Etperimental corditions

2 Doubtful strain of rat used

3 The high acute mortality

4 The very high exposure levels, and

5 The hiatologlical interpretation of the tumours.

In spite of this, the Suropean Group had felt it necessary to invastigate
tha matter further in three areas:-

i) Riak to Man. At this point the Hillhouse epidemiology was
outlined, as were the mothods used in the study. It was emphasized

that the exposurs lev la in the past were higher than those
appertaining at present, as measures to reduce exposure had hgen

and will continue ¢0 be uged. \ C,\




1i) Animal Work, The Buropean Group had considered that an
independent investigator should be used and that the work was
being done in Italy.

A range of exposure levels was being used together with a
control group and a vinyl acetats group. The strain of
rat was the Sprague~-Dawley, known to have g low matural
tumour incidence. The york had been started in 1971.
Follow up work, involving a repeat of the 30,000 ppm and
short term exposures was at present being undertaken.

1id) Oral carcinogenicity teats were being planned at present,
although technical difficulties wero pososidle iu thia work,

As it was known that MCA waere slso concerned with this problem, the
Buropean results were passed to them in order to assist in determining the
form ¢f future invegtigations. '

Finally, it was emphesized that on the basia of the limitod epidemiological
data available at present, there was no indication of employees having
suffersd any ill effect as a result of working in contact with VCM,

Rowe then explained the protocols for the work to be done by Indusirial
Biotest and Tabershaw Cooper and left these protocols with NIOSH, togsther
with the press releases by MCA. announcing that the work has bean
contracted.

After the presentation NIO3H asked a number of queations:-

1 Duffield was asked sgain when fhe work in Italy had been started,
the answer being 1971.

2 He waa asked the lowest level at which tumours had occurred end the
answar given was that the lowest effact level was 250 ppam.

3 Again in response to a queation, Duffield stated that tumours had
occurred in miltiple sitea, but these sites were not specified.

4 KCA was asked if any wmetabolic studies were plamned. They said that
this was being congiderad. Rowe revealed that Dovw are doing
independent worik which indicated that VOH ruacted with cysteine
snd glutathione, although the significance of this with regard
to the carcinogenic activity of VCM was not apparent.

5 Rowe was asked if, with regard to the epidemiological data, itwas
pogsibla to estimate, although anvroximately, the exposurs levels
on VCH and PVC plants, retrospectively. Rowe said that this was
posagible.

6 MCA were apked whether they would be agreeable to H 3tokinger
(2 member of the ACGIH Committes and also NIOSE) seeing the protocols
for the future MCA investization. Thiz was agreed to.

7 The question of sales of aerosols using VCM as propellant waa ralsed
by NIOSH. MCA replied that only one ox two US cowmpanies still sold
VCM for this purpose apd that it was expected that by the end of
thig year, all sales for this purpose would be discontinued.
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a NIOSH asked whether interim reporta on the MCA investigation
could be given to them. This was agreed.

Dr Rey said that he was very pleased that NIOSH had been approached by
industry and wished that this was done more often. He stated that it would
aase the Government's task in setting standards for industrial hygiene

in industry. ‘

APFRECIATICN OF MERTING

The response or FIQOSH appeared to be good and there waz no indication that
they would take precipitate action. It ia claar that NIOSH is unhappy with
the "blunderbusa” type of legislation being introduced to apply aevere
restrictions to the use of materials vhich, although rodent carcinogens,
have naver been gshown to be human careinogens. )

There was no indication, although of course it is impossible to be sure,
that NIOSE will take any action to impose tighter legilslative conirel on
exposure 'to VCN, until thare is mors indication from further HCA work as to
vhethar or not a hazard to man exiats.

It waa gurprising to both MCA and buffield that thore waa not 2 protracted

discusasicn of Buropean vork. It was not until after the meeting that Rinehart

of Ethyl told the other ¥CA representatives and Duffield that Jacobsen, one -
of the members of XIOSH present at the mecting, had worked at zthyl until

recently and was aware of the results of the Buropean work., It was known

before the meeting that Jacobsen would be attending and the rsason for

Rinehart not tslling the other industry representatives of this fact

is extraordinary. This may account for.the lack of discussion.

NOTE :

. MCA once again asked that a meeting between Maltoni and the Induitrial

Biotest sxperimenters should be arranged. Duffield undertook to pass this
Tequest to the Buropean Group.

D P DUFFIELD

DFD/HT
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