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John B. Miles, Jr., Dired
Directorate of Field Oper
Occupational Safety and H
U.S. Department of Labor
200 Constitution Avenue,
Washington, D.C. 20210

Re: OSHA Regulat
Polymers and

Dear Mr. Miles:

Thank you for you
Susser of our firm regard
chloride (PVC) under the
29 C.F.R. § 1910.1200, an
C.F.R. § 1910.1017. Foll

June 18, 1986

tor
ations
ealth Administration

N .W.

ion of Vinyl Chloride
Copolymers

r letter of April 30, 1986 to Peter
ing the regulatory status of polyvinyl
Hazard Communication Standard (HCS),
i OSHA's vinyl chloride standard, 29
bwing receipt of your letter, we met

with Mr. Gail M. Brinkerhoff in the Office .of Health Standards

on May 20, 1986. He reso
Registry of Toxic Effects
helped us to better frame

| ved our gquestion concerning the
of Chemical Substances (RTECS) and
the remaining issues.

As explained belo; and based on OSHA's current
!

compliance instructions a

d prior letters and litigating posi-

tion, we request an opinign letter confirming that: (1) PVC

itself is not a hazardous

chemical under the Hazard Communica-

tion Standard, and (2) vinyl chloride homopolymer and copolymer
resins and compounds do ngt trigger the labeling and training
provisions of the vinyl chHloride standard when no exposure to
vinyl chloride moncmer (VQM) at or above the action level is

anticipated.

SP1-01422




John B. Miles, Jr., Dired
June 18, 1986
Page 2

While such an opi
Agency policy, the advent
for the clear articulatig
would like the opportunit
after you have had an opg
We have also taken the 1li
letter of the type we arg
found the preparation of
focusing discussion and g
will contact your office

A. Current Status of PV
Polyvinyl chlorid
No. 9002-86-2) is the sec

the United States. It is
(CAS No. 75-01-4) by a pr
chloride polymers and cop
variety of consumer and i

KELLER aAND HECKMAN

tor

nion letter is plainly consistent with
of the HCS has created a real need

n of OSHA's current position. We

Yy to meet with you and your staff
ortunity to consider these materials.
berty of attaching a draft opinion
seeking from your office. We have
such draft letters to be helpful in
learly articulating our regquest. We
shortly to schedule a meeting.

C

(Chemical Abstract Services Registry
bnd most widely used plastic resin in
produced from vinyl chloride monomer
bcess called polymerization. Vinyl
blymers are fabricated into a wide
ndustrial products including pipe and

conduit, floor tile, curt
medical devices, blood tr
items. While there is co
effects relating to VCM e
from a toxicity standpoin
Protection Agency (EPA) r
minimize the release of V
itself is not deemed haza
See, e.g., 40 C.F.R. § 60
pollutant).

The food contact
polymers and copolymers a
sanctioned" for current f
the Food and Drug Adminis
proposal reaffirming the
applications. 51 Fed. Red
enclosed). The key specif
tion on the amount of resi
permitted in various vinyl

In the preamble tg
"vagtly improved productid
possible for manufacturersg
residual vinyl chloride md

ins, shoes, food packaging, records,
nsfusion bags and a myriad of other
cern about possible adverse health
posure, PVC itself is quite inert

For example, Environmental

gulat ions under a variety of statutes
M into the environment, while PVC
dous and is not regulated per se.

61 (VCM regulated as hazardous air

pplications for vinyl chloride

e extensive. While PVC is "prior-

od contact uses, earlier this year
ration (FDA) published a long-awaited
afety of PVC for all food contact

. 4,173-4,188 (Feb. 3, 1986) (copy
ication in the proposal is a limita-
dual vinyl chloride monomer (RVCM)
chloride polymers.

the proposal, FDA reported on

n technology that has made it

to succeed in reducing the level of
nomer in vinyl chloride polymer by a
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factor of nearly of 1 milllion." 51 Fed. Reg. at 4173. As the

Agency noted, before 1975
per million (ppm) were co
facturing procedures have
five orders of magnitude.
proposal indicates that t
cerns with PVC polymer it

’

Ll
S
FDA conducted a rfi
exposure to any unwanted
The Agency concluded that
no harm from the exposure
result from the use of vi
ing complying with the vi
forth in" the proposal.

h
y
[

FDA proposal constitutes &

the intimate personal use
tions. We also note that
variety of drug and devicf
jurisdiction. For exampl

ceutical products and is ¢
such as blood bags, in dij
critical uses.

by
»

3

B. Status of PVC as a Hg

Under Hazard Communid

3

Qur review of EPA
discussion below on OSHA 1
tion that, apart from the
present any health concerr
legitimate interest in mir
chloride monomer. Howeven
provided a clear statemend
chemical under the HCS. 1T
PVC's status is discussed
we do not believe that thj
as a hazardous chemical a

As discussed more
1986 to you (copy enclosed
or possible potential carc
Program (NTP). Similarly,
carcinogen by OSHA. No mo

mmon.

residual VCM levels of 1,000 parts
Since then, improved manu-
lowered the RVCM level by more than
Id. at 4,178. A review of the FDA
e Agency had no toxicological con-
elf.

sk assessment in light of probable

vinyl chloride monomer constituent.

"there is a reasonable certainty of
to vinyl chloride monomer that may
¥l chloride polymers in food packag-
Yyl chloride monomer limitations set
d. at 4,183. As pertinent here, the
formal finding that PVC is safe for
involved in food contact applica-
PVC is cleared for use in a wide
applications also subject to FDA's
. PVC may be used to package pharma-
leared for use in medical devices
lysis machine tubing, and in other

zardous Chemical
ation Standard

and FDA regulation as well as the
egulation, indicates a uniform posi-
guestion of RVCM levels, PVC does not
s. We recognize that OSHA has a
imizing worker exposure to vinyl

it would be very helpful if OSHA
that PVC itself is not a hazardous

’

e question of RVCM and its effect on

below. As for PVC itself, however,
re is any basis for characterizing it
that term is defined under the HCS.

fully in our letter of February 26,
), PVC is not listed as a carcinogen
inogen by the National Toxicology
PVC itself is not regulated as a

nograph by the International Agency
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for Research on Cancer (I

carcinogen or potential ¢arcinogen.

tion of the carcinogenic
under Category 1l or 2.

CPL 2-2.38A (May 16, 1984
under the HCS.

s

Your letter of Afg

Mhus,
),

ril 30,

ARC) concludes that PVC is a

IARC's summary classifica-
risk of chemicals does not include PVC
consistent with OSHA Instruction
PVC is not considered a carcinogen

1986 correctly stated that

characterizations of IARQ studies reported in the Registry of

Toxic Effects of Chemical
National Institute for 0Odg
are the interpretation by
Mr. Brinkerhoff further d

Substances (RTECS) published by the
cupat ional Safety and Health (NIOSH)
the contractor used by NIOSH.
onfirmed that interpretations con-

tained in the NIOSH Regiqtry (RTECS) are not necessarily bind-

ing. Rather, manufactur
of substances should con
definitive conclusion.

that the NIOSH contracto
studies on PVC. Because
by the contractor's inte

rs assessing the carcinogenic status

ult the studies themselves to reach a

n this instance, it is quite clear
erred in characterizing the IARC

of the confusion that may be generated
retation, a letter from your office

indicating that PVC itsel|f is not hazardous would help resolve

any lingering confusion

Status of PVC Resin
the OSHA Vinyl Chlor

C.

Beginning in Janu
lish a final vinyl chlori
standard sets a permissib
million (ppm) averaged ov
level of 0.5 ppm averaged

visions establish monitorf

label, and reporting regu
The standard appl
packaging, repackaging, s
chloride or polyvinyl chl
handling or use of fabric
chloride." 29 C.F.R. § 1
products” are exempt, the
significance to the regul

Under Section 191
defined as "a product mad

this issue.

and Compound Under
ide Standard

ary 1974, OSHA worked quickly to pub-
He standard on October 4, 1974. The
le exposure limit (PEL) of 1 part per

r any 8-hour period and an action
over an 8-hour work day. Other pro-
ng, medical surveillance, sign and
rements.

es to the "manufacture, reaction,
orage, handling or use of vinyl
ride, but does not apply to the

ted products made of polyvinyl
10.1017(a)(2). Because "fabricated
r definition has been of particular
ted community.

.1017(b)(6), a fabricated product 1is
wholly or partly from polyvinyl
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chloride, and which does |not require further processing at

temperatures, and for tin
of the polyvinyl chloride
chloride." Slightly resdy
subject to the standard 4y
ing results in the releagd

Although the cong
stood, at the time the st
the phrase "resulting in
In the attached 1975 opin
of vinyl chloride" means
chloride which would be 1
at or above the action 14
engineering controls. TH
would not release vinyl d
during further processing
products not subject to t

As FDA noted in i
vinyl chloride levels hay
level found in 1975 by or

es, sufficient to cause mass melting

resulting in the release of vinyl
ated, PVC is a fabricated product not
nless it is mass melted and that melt-
e of vinyl chloride.

ept of mass melting is easily under-
andard was 1issued it was unclear what
the release of vinyl chloride" meant.
ion letters, OSHA stated that "release
the release of an amount of vinyl
ikely to result in employee exposure
vel without regard to the use of

us, low residual monomer resins which

hloride in excess of the action level

, such as mass melting, are fabricated

he Act.

ts February 1986 proposal, residual
e been reduced from the 1,000 ppm
ders of magnitude. Thus, when manu-

facturers of PVC resin and compound can conclude that exposure
at or above the action lgvel is not likely, the training,

labeling, and similar pro
applicable.

The continuing va

confirmed in a letter frdm

visions of the standard are not

lidity of the 1975 opinion letters was
the Secretary of Labor filed with

the Occupational Safety and Health Review Commission (OSHRC).

In Secretary of Labor v.

Hooker Chemical Company, (OSHRC Docket

No. /8-4862) (decision en

closed), an OSHA 1inspector issued a

citation to Hooker Chemidal Company for allegedly failing to

provide training under th

e vinyl chloride standard for

employees who worked in the calendering, compounding and ware-

house areas of a Hooker f
tion on the
not subject
not exposed
Both Hooker
calendering

below the 0.5 ppm action

to vinyl chlo
and OSHA's mo

In May 1979, Judg
that adopted Hooker's pos

acility. Hooker contested the cita-

basis that employees working in these areas were
to OSHA's vinyl chloride standard because they were

ride monomer above the action level.
nitoring for vinyl chloride in the

and compoundiing facilities indicated concentrations

level.

e Charles K. Chaplin issued a decision
ition and vacated the OSHA citation.

SP1-01426
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He held that the training
apply to areas where the
air is below the action
by any party, a Commissig
Health Review Commission
In responding to the rev}
tion and filed the letter
should be affirmed. Sign
letter stated that: "Tr
in this case because res
calendering operations s
result in hazardous expo
the operations themselve
not wish to pursue the c
Judge's decision intact.

The training pro
provide that "each emplo
vinyl chloride operation
program relating to the Y
cautions for its safe use
interpreted, any "polyvir
training. However, OSHA
when exposure is below th
largely inapplicable.

A similar conclud
example, PVC is literally
indication that it contai
agent. However, where e
reach or exceed the acti

We would appreci
resins which are not exp
action level are not sub
requirements of the stan
result in hazardous expo
simply a confirmation of
the Hooker case.

o

D. Conclusion

Based on‘your let
of PVC resin and compound

KELLER AND HECKMAN

tor

provisions of the standard do not
vinyl chloride level in the ambient
evel. Although not requested to do so
ner on the Occupational Safety and
directed that the case be reviewed.
ew proceedings, OSHA changed its posi-
stating that the Judge's decision
ificantly, the Secretary of Labor's
ining requirements are not applicable
ondent 's cited compounding and
mply are not processes which could
ure to vinyl chloride by the nature of
" Because OSHA indicated that it diad

se, the Review Commission left the

isions of the vinyl chloride standard

ee engaged in vinyl chloride or poly-
shall be provided training in a

azards of vinyl chloride and pre-

." Section 1910.1017(j). Literally

vl chloride operation" would require

s consistent position has been that

e action level, the standard is

ion pertains to labeling. For
required to be labeled with an

ns vinyl chloride, a cancer-suspect

posure to vinyl chloride will not

n level, labeling is not required.

te your confirmation that low RVCM
cted to result in exposure above the
ect to the training and labeling

ard because such materials would not
ure to vinyl chloride. Again, this is
the Secretary of Labor's letter and

ter of April 30, if the mass melting
will result in employee exposure at

SP1-01427
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il
s
9
1
:]
i
b

or above the action leve
of both the vinyl chlori
tion Standard apply. Al
will not result in expos
above the action level,

of the vinyl chloride st
of the Hazard Communicat
would be no hazardous ex]

For purposes of
focused on PVC. However
to vinyl chloride copoly
acetate. If the RVCM le
and training requirement
not applicable. Similar
presence of VCM in the c
determine whether the pr
would subject vinyl chlo
Hazard Communication Star

As noted at the g
summarizing the items we
meet to discuss this matt
the near future to arrang
In the interim, if you sh
questions, please feel fq

cc: Barry J. White

Fnclosures

of 0.5 ppm, the labeling requirements
e standard and the Hazard Communica-
ernatively, if PVC resin or compound
re to vinyl chloride monomer at or
he labeling and training requirements
ndard do not apply and the provisions
on Standard do not apply because there
osure.

Xpository clarity, our discussion has
the same reasoning is also applicable
ers, such as vinyl chloride-vinyl
el is sufficiently low the labeling
of the vinyl chloride standard are
Y. the HCS would not apply due to the
polymer. Naturally manufacturers must
sence of substances other than VCM
ide polymers or copolymers to the
dard.

utset, we have attached a draft letter
wish to confirm. We would like to

er with you and will contact you in

e a mutually convenient meeting time.
ould have any immediate comments or

ee to contact us.

Cordially yours,

VA dela Lo

Peter L. de la Cruz

SPI-01428




Peter L. de la Cruz, Esqu
Keller and Heckman
1150 17th Street, N.W.
Washington, D.C. 20036
Re: Regulatory 9
Polymers and
Dear Mr. de la Cruz:

This is in respon
our subseguent meeting on
regulatory status of poly
you raised was whether PV
carcinogen under the prov
Standard, 29 C.F.R. § 191
the guestion of residual

we agree that PVC itself

cinogen under the Hazard

In determining a

note that the Hazard Commi

to consult the National Tqg

Report on Carcinogens,
Cancer (IARC) monographs,

Agency's regulations. Th

Chemical Substances (RTECS

for Occupational Safety an

Int

DRAFT

ire

tatus of Vinvl Chloride
Copolymers

se to your letter of June 2, 1986, and

1986, concerning the

’

vinyl chloride (PVC). The first issue
C itself was a hazardous chemical or
isions of the Hazard Communications
0.1200. Putting aside for the moment
vinyl chloride monomer (RVCM) levels,
is not a hazardous chemical or a car-

Communicat ions Standard.

fubstance's carcinogencity, please
inication Standard directs employers
bxicology Program's (NTP) Annual
ernational Agency for Research on

and Subpart C of Part 1910 of the
Registry of Toxic Effects of

) published by the National Institute

d Health (NIOSH) serves as a handy

SP1-01429




reference to NTP and IAR(Q
interpretation by the cor
made in NTP and IARC stud
are helpful, they are not

PVC is not a carcinogen 4

Registry may create on th

Consistent with t
confirm that vinyl chlori
subject to the training o
vinyl chloride standard w
and further processing of
expected to result in emp
monomer above the‘action
based on the exclusion of
and the Agency's earlier
vinyl chloride monomer"™ a

the action level.

The interrelations

Standard and the vinyl chl

discussed. When compound

exposure to vinyl chloriddg

DRAFT

studies. RTECS also includes the
tractor used by NICSH of statements
ies. While these characterizations
necessarily binding and we agree that
espite the confusion that the NIOSH

is point.

he Agency's earlier position, we can
He polymers and copolymers are not

r labeling requirements of the OSHA
hen the handling, shipping, storage
the resin or compound are not
loyee exposure to vinyl chloride
level of 0.5 ppm. This conclusion is
fabricated products from the standard
interpretation of the term "release of

% constituting a release at or above

g

hip of the Hazard Communication
oride standard was another issue we
or resin is expected to result in
above the action level

monomer (VCM)

SP1-01430



(0.5 ppm), the training 3
chloride standard apply 3
Communications Standard,
applicability found in th
PVC resin or compound are
t

below the action level,

visions of the vinyl chlqg

Hazard Communications Standard would not be triggered.

facturers must individual
in the compound or resin,
independently subject the

Hazard Communications Sta

We appreciate the
Please do not hesitate to

guestions.

DRAPT

nd labeling requirements of the vinyl
s well as the provisions of the Hazard
subject to the limits on scope and
e Hazard Communications Standard. If
likely to result in VCM exposure

hen the labeling and training pro-
ride standard do not apply and the
Manu-
ly determine whether other components
apart from PVC and VCM, might

product to the provisions of the

ndard.

opportunity to address your concerns.

contact us again if you have further

Sincerely,

John B. Miles, Jr.

Director
Directorate of Field Operations

SPI-01431




U.S. Department of Labor

Mr. Peter A. Susser
Keller and Heckman

1150 17th Street, N.W.
Washington, D.C. 20036
Dear Mr. Susser:
This is in response to yq
hazard of polyvinyl chlof
responding to your inquiy

We have contacted memberg
Registry of Toxic Effectd

Washington, D.C. 20210

bur letter of February 26,

Occupational Safety and Health Administration

Reply to the Attention of:

regarding the
ide. We appologize for the delay in

Y.

t of the editorial review board of the

of Chemical Substances (RTECS) pub-

lished by the National If
Health (NIOSH) in regard
an error where it includd
determinations for polyvi
International Agency for
informed that entries, "¢
tive®™ and "Carcinogenic [
not made in error. Rathe
contractor used by NIOSH

The vinyl chloride stands
chloride must bear with 1
city. Provision 29 CFR 1
of polyvinyl chloride sh4g
chloride. Moreover, the
that polyvinyl chloride i
ing, however, is not requ
"fabricated product" is d
".ssa product made wholly
which does not require fu
for times, sufficient to
chloride resulting in thse
quently, polyvinyl chlori
into film, or sheeting, o9
extrusion, must be labels
(1)(4); whereas the film,
final extruded products 4

Whenever labeling accordi
for a polyvinyl chloride
Hazard Communication Stan
subject to the limits on
standard.

stitute for Occupational Safety and

to your suggestion that RTECS may contain
s in the data record some carcinogenic
nyl chloride that are ascribed to the
Research on Cancer (IARC). We have been
arcinogenic Determination: Animal Posi=~-
etermination: Human Indefinite®™, were

r, they are the interpretation by the

of statements made in IARC 19, 1979.

rd controls the labeling that polyvinyl
espect to information on carcinogeni-
910.1017 (1)(4) reguires that containers
11 be labeled as containing vinyl
provision requires that the label state
S a cancer-suspect agent. Such label-
ired for "fabricated products." A
escribed at 29 CFR 1910.1017 (b)(6) as
or partly from polyvinyl chloride, and
rther processing at temperatures, and
cause mass melting of the polyvinyl
release of vinyl chloride."™ Conse-

de resin that has not yet been processed
r has not yet undergone final molding or
d in accordance with 29 CFR 1910.1017
sheeting, final molded products, and

o not.

ng to 29 CFR 1910.1017 (1)(4) applies
product, then the provisions of the
dard, 29 CFR 1910.1200, also apply,
scope and applicability found in the

SP1-01432




We appreciate the opporftunity to address your concerns.

do not hesitate to contpct us again if you have further
questions.

Please

Sincerely,

"' ;V\@/@Z(ﬂ—) 4y

John B. Miles, Jr., Dif%ctor
irectorate of Field Opé¢rations

SP1-01433




Gail M. Brinkerhoff

Office of Health Standag

Occupational Safety and
Administration

Room N-3104

200 Constitutuion Ave.,

Washington, D.C.20210

DRAPFT

ds
Health

NW

Re: Status of PVC Under Hazard Communication Standard

Dear Mr. Brinkerhoff:
Peter Susser and

with you on May 20, 1986

I appreciated the opportunity to meet

, to discuss the status of polyvinyl

chloride (PVC) resin under the Hazard Communication Standard

(HCS). 29 C.F.R. § 1910

February 26, 1986 letter

.1200. By way of background, in a

, we sought OSHA's confirmation that

PVC resin is not a carcilnogen under the Hazard Communication

Standard. In part, we gought clarification on the relationship

between the HCS and the

Substances" (RTECS) publ

"Registry of Toxic Effects of Chemical

ished by the National Institute for

Occupational Safety and Health (NIOSH).

In response, we feceived a letter from John B. Miles,

dated April 30, 1986, st
studies by the Internati

(IARC) found in RTECS is

ht ing that the characterization of PVC
bnal Agency for Research on Cancer

"the interpretation by the contractor

used by NIOSH." Mr. Miles' letter went on to say that whenever

labeling is required und¢

er OSHA's vinyl chloride standard, 29

SPI1-01434




C.F.R. § 1910.1017, thd
cations Standard also 3

applicability found in

We requested a
appreciate your clarifi
studies contained in th
necessarily binding. R

genic status of substan

selves to reach a defin

In discussing w]
carcinogenic under HSC,
concerned with exposure
resin. In this regard,
tion provisions of HCS.
that when a component if
residual vinyl chloride
whether:
handling the resin would
exposure limit (PEL) or
by the American Council

(ACGIH), or (3)

Ather,

(1) it is present at less than 0.1%,

"could ¢

DRAFT

n the provisions of the Hazard Communi-
pply subject to the limits on scope and

HCS .

meeting to discuss OSHA's response and
cation that interpretations of IARC

e NIOSH Registry (RTECS) are not

parties assessing the carcino-

res should consult the studies them-

itive conclusion.

hether PVC resin must be designated as

you indicated that the Agency was
to vinyl chloride monomer (VCM) in the
you referred to the hazard determina-
Section 1910.1200(d)(5)(iv) provides

b a mixture must be evaluated (here the
monomer ), the employer should detgrmine
(2) workers

be exposed above the OSHA permissible
threshold limit value (TLV) established

of Governmental Industrial Hygienists

resent a health hazard to employees in

SPI-01435




those concentrations in

For example, you stated

resins may result in ex

the action level contailn

parts per million), the

with the requirements off

As promised durfi

of letters written in 1P

-

Associate Assistance Se

ing the meaning of "rele

P

essentially state that
vinyl chloride which wou
at or above the action ]
the vinyl chloride stand
Also as promised

Health Review Commissior

Hooker Chemical Company,

enclosed. In that case,

Hooker Chemical Company

DRAFT

which it is present in the mixture."

that when the further processing of PVC

posure to vinyl chloride in excess of

ed in the vinyl chloride standard (0.5
PVC resin must be labeled in accordance
the vinyl chloride standard.

ng our meeting, I am enclosing copies
75 by Barry J. White, then OSHA's
retary for Regional Programs, clarify-
ase of vinyl chloride."” The letters
VC which does not release an amount of
1d likely result in employee exposure

evel are exempt from the provisions of

ard.

a copy of the Occupational Safety and

’

decision in Secretary of Labor v.
(OSHRC Docket No. 78-4862) is
an OSHA inspector issued a citation to

alleging a failure to provide training

on vinyl chloride for emkloyees who worked in the calendering,

compounding and warehous

e areas of a Hooker facility. Hooker

SP1-01436




contested the citation ¢n

these areas were not subj
because they were not ey
the action level. Both
chloride in the calendend

centrations significantl

action level.

In May 1979, Ju
that adopted Hooker's po
He held that the training
apply to areas where the
air is below the action [
Although not requ
Commissioner on the Occup
Commission directed that
to the review proceedingf
the letter stating that 4
affirmed. Significantly|
stated that: "Training o

case because respondent's

operations simply are not

DRAPT

the basis that employees working in

ect to OSHA's vinyl chloride standard

posed to vinyl chloride monomer above

Hooker and OSHA's monitoring for vinyl

and compound facilities indicated con-

Y below the 0.5 parts per million (ppm)

e Charles K. Chaplin issued a decision
ition and vacated the OSHA citation.
provisions of the standard do not
vinyl chloride level in the ambient

evel.

ested to do so by any party, a
ational Safety and Health Review
the case be reviewed. 1In responding

, OSHA changed its position and filed
he Judge's decision should be

the Secretary of Labor's letter
eguirements are not applicable in this
cited compounding and calendering

processes which could result in

SPI-01437




DRAFT

hazardous exposure to vinyl chloride by the nature of the

operations themselves."
wish to pursue the case

decision intact.

Again, we appred

Mr. Miles' letter and t

helpful.

Enclosures

Because OSHA indicated that it did not

the Review Commission left the Judge's

fiate your assistance in clarifying

ust that the enclosed materials will be

Sincerely,

Peter L. de la Cruz

SPI-01438




