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June 4, 1986

John B. Miles, Jr., Director

Directorate of Field Operations

Occupat ional Safety and Health Administration
U.S. Department of Labor

200 Constitution Avenue, N.W.

Washington, D.C. 20210 :

Re: OSHA Regulation of PVC

Dear Mr. Miles:

Thank you for your letter of April 30, 1986 to Peter
Susser of our firm regarding the regqulatory status of polyvinyl
¢hloride (PVC) under the Bazard Communication Standard (HCS),
29 C.F.R. § 1910.1200, and OSHA's vinyl chloride standard, 29
C.F.R. § 1910.1017. Following receipt of your letter, we met
with Mr. Gail M. Brinkerhoff in the Office of Health Standards
on May 20, 1986. He resolved our gquestion concerning the
Registry of Toxic Effects of Chemical Substances (RTECS) and
helped us to better frame the remaining issues.

As explained below and based on OSHA's current
compliance instructions and prior letters and litigating posi-
tion, we request an opinion letter confirming that: (1) PVC
itself is not a hazardous chemical under the Hazard Communica-
tion Standard, and (2) PVC resins and compounds do not trigger
‘the labeling and training provisions of the vinyl chloride
standard when no exposure to vinyl chloride moncomer (VCM) at or
above the action level is anticipated.

While such an opinion letter is plainly consistent with

Agency policy, the advent of the HCS has created a real need
for the clear articulation of OSHA's current position. We
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would like the opportunity to meet with you and your staff
after you have had an opportunity to consider these materials.
We have also taken the liberty of attaching a draft opinion
letter of the type we are seeking from your office. We have
found the preparation of such draft letters to be helpful in
focusing discussion and clearly articulating our reguest. We
will contact your office shortly to schedule a meeting.

A. Current Status of PVC

Polyvinyl chloride (Chemical Abstract Services Registry
No. 9002-86-2) is the second most widely used plastic resin in
the United States. It is produced from vinyl chloride monomer
(CAS No. 75-01-4) by a process called polymerization. PVC
resin is fabricated into a wide variety of consumer and
industrial products including pipe and conduit, floor tile,
curtains, shoes, food packaging, records, medical devices,
blood transfusion bags and a myriad of other items. While
there is concern about possible adverse health effects relating
to VCM exposure, PVC itgelf is quite inert from a toxicity
standpoint. For example, Environmental Protection Agency (EPA)
regulations under a variety of statutes minimigze the release of
VCM into the environment, while PVC itself is not Qeemed
hazardous and is not regulated per se. See, e.g., 40 C.F.R.
§ 60.61 (VCM regulated as hazardous air pollutant).

The food contact applications for vinyl chloride
polymers and copolymers are extensive. While PVC is "prior-
sanctioned"” for current food contact uses, earlier this year
the Food and Drug Administration (FDA) published a long-awaited
proposal reaffirming the safety of PVC for all food contact
applications. 51 Fed. Reg. 4,173-4,188 (Feb. 3, 1986) (copy
enclosed). The key specification in the proposal is a limita-
tion on the amount of residual vinyl chloride monomer (RVCM)
permitted in various vinyl chloride polymers.

In the preamble to the proposal, FDA reported on
“vastly improved production technelogy that has made it
possible for manufacturers to succeed in reducing the level of
residual vinyl chloride monomer in vinyl chloride polymer by a
factor of nearly of 1 million." 51 Fed. Reg. at 4173. As the
Agency noted, before 1975, residual VCM levels of 1,000 parts
per million (ppm) were common. Since then, inproved manu-
facturing procedures have lowered the RVCM level by more than
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five orders of magnitude. Id. at 4,178. A review of the FDA

proposal indicates that the Agency had no toxicological con-
cerns with PVC polymer itself. ’

FDA conducted a risk assessment in light of .pxobable
exposure to any unwanted vinyl chloride monomer constituent.
The Agency concluded that "there is a reasonable certainty of
no harm from the exposure to vinyl chloride monomer that may
result from the use of vinyl chloride polymers in food packag-
ing complying with the vinyl chloride monomer limitations set
forth in"” the proposal. 1d. at 4,183. As pertinent here, the
FDA proposal constitutes a formal finding that PVC is safe for
the intimate perscnal use involved in food contact applica-
tions. We also note that PVC is cleared for use in a wide
variety of drug and device applications also subject to FDA's
jurisdiction. For example, PVC may be used to package pharma-
ceutical products and is cleared for use in medical devices
such as blood bags, in dialysis machine tubing, and in other
critical uses.

B. étatua of PVC as a Hazardous Chemical
Under Hazard Communication Standard

5 Our review of EPA and FDA regulation as well as the
discussion below on OSHA regulation, indicates a uniform posi-
tion that, apart from the question of RVCM levels, PVC does not
present any health concerns. We recognize that OSHA has a
legitimate interest in minimizing worker exposure to vinyl
chloride monomer. However, it would be very helpful if OSHA
provided a clear statement that PVC itself is not a hazardous
chemidal under the HCS. The question of RVCM and its effect on
PVC's status is discussed below. As for PVC itself, however,
we do not believe that there is any basis for characterizing it
as a hazardous chemical as that term is defined under the HCS.

As discussed more fully in our letter of February 26,
1986 to you (copy enclosed), PVC is not listed as a carcinogen
Oor possible potential carcinogen by the National Toxicology
Program (NTP). Similarly, PVC itself is not regulated as a
carcinogen by OSHA. No monograph by the International Agency
for Research on Cancer (IARC) concludes that PVC is a
carcinogen or potential carcinogen. IARC's summary classifica-
tion of the carcinogenic risk of chemicals does not include PVC
under Category 1 or 2. Thus, consistent with OSHA Instruction
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CPL 2-2.38A (May 16, 1986), PVC is not considered a carcinogen
under the HCS.

Your letter of April 30, 1986 correctliy stated that
characterizations of IARC studies reported in the Registry of
Toxic Effects of Chemical Substances (RTECS) published by the
National Institute for Occupational Safety and Health {NIOSH)
are the interpretation by the contractor used by NIOSH.

Mr. Brinkerhoff further confirmed that interpretations con-
tained in the NIOSH Registry (RTECS) are not necessarily
binding. Rather, manufacturers assessing the carcinogenic
status of substances should consult the studies themselves to
reach a definitive conclusion. - In this instance, it is quite
clear that the NIOSH contractor erred in characterizing the
IARC studies on PVC. Because of the confusion that may be
generated by the contractor's interpretation, a letter from
your office indicating that PVC itself is not hazardous would
help resolve any lingering confusion on this issue.

C. Status of PVC Resin and Compound Under
the OSHA Vinyl Chloride Standard

Beginning in January 1974, OSHA worked quickly to pub-
lish a final vinyl chloride standard on October 4, 1974. The
gtandard sets a permissible exposure limit (PEL) of 1 part per
million (ppm) averaged over any 8-hour period and an action
level of 0.5 ppm averaged over an 8-hour work day. Other pro-
visions establish monitoring, medical surveillance, sign and
label, and reporting requirements.

The standard applies to the “manufacture, reaction,
packaging, repackaging, storage, handling or use of vinyl
chloride or polyvinyl chloride, but does not apply to the
handling or use of fabricated products made of peolyvinyl
chloride."” 29 C.F.R. § 1910.1017(a)(2). Because "fabricated
products” are exempt, their definition has been of particular
significance to the regulated community.

Under Section 1910.1710(a)(6), a fabricated product is
defined as “a product made wholly or partly from polyvinyl
chloride, and which does not require further processing at
temperatures, and for times, sufficient to cause mass melting
of the polyvinyl chloride resulting in the release of vinyl
chloride." Slightly restated, PVC is a fabricated product not
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subject to the standard unless it is mass melted and that melt-
ing results in the release of vinyl chloride.

Although the concept of mass melting is easily under-
stood, at the time the standard was issued it was unclesar what
the phrase "resulting in the release of vinyl chloride™ meant.
In the attached 1975 opinion letters, OSHA stated that "release
of vinyl chloride" means the release of an amount of vinyl
chloride which would be likely to result in employee exposure
at or above the action level without regard to the use of
engineering controls. Thus, low residual monomer resins which
would not release vinyl chloride in excess of the action level
during further processing, such as mass melting, are fabricated
products not subject to the Act.

As FDA noted in its February 1986 proposal, residual
vinyl chloride levels have been reduced from the 1,000 ppm
level found in 1975 by orders of magnitude. Thus, when manu-
facturers of PVC resin and compound can conclude that exposure
at or above the action level is not likely, the training,
labeling, and similar provisions of the standard are not
applicable.

The continuing validity of the 1975 opinion letters was
confirmed in a letter from 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. 78-355!; {decision enclosed), an OSHA inspector issued a
citation to Hooker Chemical Company for allegedly failing to
provide training under the vinyl chloride standard for
employees who worked in the calendering, compounding and ware-
house areas of a Hooker facility. Hooker contested the cita-
tion on the basis that employees working in these areas were
not subject to OSHA's vinyl chloride standard because they were
not exposed to vinyl chloride monomer above the action level.
Both Hoocker and OSHA's monitoring for vinyl chloride in the
calendering and compounding facilities indicated concentrations
below the 0.5 ppm action level.

In May 1979, Judge Charles K. Chaplin issued a decision
that adopted Hooker's position and vacated the OSHA citation.
He held that the training provisions of the standard do not
apply to areas where the vinyl chloride level in the ambient
air is below the action level. Although not requested to do so
by any party, a Commissioner on the Occupational Safety and
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Health Review Commission directed that the case be reviewed.

In responding to the review proceedings, OSHA changed its posi-
tion and filed the letter stating that the Judge's decision
should be affirmed. Significantly, the Secretary of Labor's
letter stated that: "Training regquirements are not. applicable
in this case because respondent's cited compounding and
calendering operations simply are not processes whic¢h could
result in hazardous exposure to vinyl chloride by the nature of
the operations themselves." Because CSHA indicated that it did
not wish to pursue the case, the Review Commission left the
Judge's decision intact.

The training provisions of the vinyl chloride standard
provide that "each employee engaged in vinyl chloride or poly-
vinyl chloride operations shall be provided training in a
program relating to the hazards of vinyl chloride and pre-
cautions for its safe use.” Section 1910.1017(j). Literally
interpreted, any "polyvinyl chloride operation" would require
training. However, OSHA's consistent position has been that
when exposure is below the action level, the standard is
largely inapplicable.

A similar conclusion pertains to labeling. For
example, PVC is literally required to be labeled with an
indication that it contains wvinyl chloride, a cancer-suspect
agent. However, where exposure to vinyl chloride will not
reach or exceed the action level, labeling is not regquired.

We would appreciate your confirmation that low RVCM
resins which are not expected to result in exposure above the
action level are not subject to the training and labeling
requirements of the standard because such materials would not
result in hazardous exposure to vinyl chloride. Again, this is

simply a confirmation of the Secretary of Labor's letter and
the Hooker case.

D. Conclusion
Based on your letter of April 30, if the mass melting
of PVC resin and compound will result in employee exposure at
or above the action level of 0.5 ppm, the labeling requirements
of both the vinyl chloride standard and the Hazard Communica-
tion Standard apply. Alternatively, if PVC resin or ¢ompound
will not result in exposure to vinyl chloride monomer at or
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above the action level, the labeling and training requirements
of the vinyl chloride standard do not apply and the provisions
of the Hazard Communication Standard do not apply because there
would be no hazardous exposure.

As noted at the outset, we have attached a Argft letter
summarizing the items we wish to confirm. We would lfike to
meet to discuss this matter with you and will contact wyou in
the near future to.arrange a mutually convenient meeting time.
In the interim, if you should have any immediate comments or
gquestions, please feel free to contact us.

Cordially yours,
\ ™ ™
BRAFT
Peter L. de la Cruz
Enclosures

cc: Gail M. Brinkerhoff

s RS oy
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Peter L. de la Cruz, Esquire
Keller and Heckman
1150 17th Street, N.W.
Washington, D.C. 20036
Re: Regulatory Status of PVC
Dear Mr. de la Cruz: .
This is in response to your letter of June 2,28986, and

our subsequent meeting on . 1986, concerning the

regulatory status of polyvinyl chloride (PVC). The first issue
you raised was whether PVC itsélf was a hazardous chemical or
carcinogen under the provisions of the Hazard Communications
Standard, 29 C.F.R. § 1910.1200. Putting aside for the moment
the question of residual vinyl chloride monomer {RVCM) levels,
we agree that PVC itself is not a hazardous chemical or a car-

ginogen under the Hazard Communications Standard.

¥

In determining a substance's carcinogencity, please
note that the Hazard Communication Standard directs employers
to consult the National Toxicology Program's (NTP) Annual
Report on Carcinogens, International Agency for Research on
Cancer (IARC) monographs, and Subpart C of Part 1910 of the
Agency's regulations. The Registry of Toxic Effects of
Chemical Substances {RTECS) published by the National Institute

for Occupational Safety and Health (NIOSH) serves as a handy
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reference to NTP and IARC studies. RTECS also includes the
interpretation by the contractor used by NIOSH of statements
made in NTP and IARC studies. While these characterizations
are helpful, they are not necessarily binding and we agree that
PVC is not a carcinogen despite the confusion that the NIOSH

Registry may create on this point.

Consistent with the Agency's earlier position, we can
confirm that PVC resin or compound is not subject to the train-
ing or labeling requirements of the standard when the handling,
shipping, storage and further processing of the resin or
compound are not expected to result in employee exposure to
vinyl chloride monomer above the action level of 0.5 ppm. This
gonclusion is based on the exclusion of fabricated products
from the standard and the Agency's earlier interpretation of
the term "release of vinyl chloride monomer" as constituting a

release at or above the action level.

The interrelationship of the Hazard Communication
Standard and the vinyl chleoride standard was another issue.
When PVC compound or resin is expected to result in exposure to
vinyl chloride monomer (VCM) above the action level (0.5 ppm),

the training and labeling reguirements of the vinyl chloride

VEV-151778



DRAPFPT

standard apply as well as the provisions of the Hazard
Communicat ions Standard, subject to the limits on scope and
applicability found in the Hazard Communications Standard. If
PVC resin or compound are likely to result in VCM exposure
below the action level, then the labeling and training pro-
visions of the vinyl chloride standard do not apply and the
Hazard Communications Standard would not be triggered. Manu-
facturers must individually degermine whether other adjuvants
in PVC compound, apart from PVC and VCM, might independently
subject pvC compound to the provisions of the Hazard Communica-

tions Standard.

We appreciate the opportunity to address your concerns.
P;ease do not hesitate t¢o contact us again if you have further

gquest ions.

Sincerely,

John B. Miles, Jr.
Director

Directorate of Field Operations
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