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Occupational Health and
Safety Products Division/3M

3MCenter
St. Paul, Minnesota 55144-1000
612/7331110

December 22, 1987 m

Dr. Nelson Leidel

Docket Officer

National Institute for Occupational Safety and Health
Mail Stop D-37

1600 Clifton Road N.E.

Atlanta, GA 30333

Re: Proposed Rule Revising the Tests and Requirements
for Certification of Permissibility of Respiratory
Protective Devices Used in Mines and Mining

Dear Dr. Leidel:

Pursuant to the Federal Register Notice published by
the National Institute for Occupational Safety and
Health (NIOSH) on Thursday, August 27, 1987 (52 Fed.
Reg. 32402 et. seq.) and subsequently amended on Thursday,
October 8, 1987 (52 Fed. Reg. 37639 et. seg.) inviting
interested parties to submit comments with respect

to the above proposed rule regulating the tests and
requirements for certification of permissibility of
respiratory protective devices used in mines and mining,
the Minnesota Mining and Manufacturing Company (3M)
hereby submits its comments with respect thereto.

INTRODUCTION

For many years, 3M has been a manufacturer of a great
variety of respirators. For example, it manufactures
chemical cartridge respirators, particulate filter
respirators (both maintenance free and dual cartridge),
powered air purifiers, and supplied air respirators,

all of which can be used for protection against either
non-toxic dusts, toxic dusts or toxic gases and vapors.
As a consedquence, 3M would be directly affected by

the promulgation of a rule regulating the tests and
procedures for certifying the use of respiratory protective
devices against workplace air contaminants. Further,

as a manufacturer of respiratory devices 3M is acutely
concerned that any such rule not diminish the gquality
and effectiveness in the use of respirators as affording
adequate, feasible worker protection.
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COMMENTS

3M is a member of the Industrial Safety Equipment Associa-
tion (ISEA) and that association's respirator committee,
consisting of the following 17 respirator companies,

has prepared the attached comments with respect to

the proposed rule:

Airolife Safety Inc.

American Optical Corporation
Biosystems, Inc.

E. D. Bullard Company

Glendale Protective Technologies, Inc.
Mine Safety Appliances Company
Minnesota Mining and Manufacturing Company
Moldex Metric, Inc.

National Draeger, Inc.

Parmelee Industries

Pro-Tech Respirators, Inc.

Racal Airstream

Scott Aviation

Sellstrom Manufacturing Company

Siebe North, Inc.

Survivair - U.S. Divers Company
WGM/Willson Safety Products

3M endorses these comments and incorporates them as
part of its comments regarding the proposed rule for
certifying respirators. In addition, there are several
aspects of the proposed rule and the ISEA comments
which 3M wishes to highlight as follows.

Particulate Respirator-Penetration Test

Section 84.273 proposes a new requirement that particulate
filters be tested for instantaneous penetration against
both solid and oil liquid particles. NIOSH offers no
explanation for this new performance requirement, however,
and therefore 3M's ability to comment with specificity

1s somewhat hindered. Nevertheless, 3M submits that

this change lacks any justification whatsoever and

for the reasons listed below is one that must not be
adopted.

First, more than 90% of the uses for particulate respira-
tors relates to protection against solid particulates

and not liquid contaminants. Therefore, mandating that
the filter be tested against an o0il liquid contaminant
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when 90% of the uses do not involve liquid particles

is somewhat valueless. Second, many dust mist particulate
respirators rely on electrostatic filters to provide
excellent filtration efficiency and low pressure drop
against solid particulates. These filters, however,

are adversely affected by oil liquid particles to the
extent they may not be able to pass this portion of

the certification requirement. This would unfairly
foreclose respirator manufacturers from providing an
efficient and effective respirator filter against solid
particulate contaminants which comprise over 90% of

its uses. Therefore, 3M recommends that the requirement
be altered to provide that particulate filters be tested
against either a solid particulate or an oil liquid

test challenge depending on the respirators intended
use. Thus, respirators marketed for use against liquid
contaminants would be required to be tested against

the oil liquid challenge only and respirators marketed
for use against solid particulates would be required

to be tested against the solid particle challenge only.

Workplace Testing

Section 84.31 et. seq. sets forth the new requirement

for workplace or simulated workplace testing. It does

not, however, include the protocols which manufacturers
will be expected to comply in conducting these workplace
studies. Thus, even though NIOSH classifies this new
requirement as the most significant aspect of the proposed
certification rules, it concurrently admits that such
protocols do not yet exist and timidly offers that

they may be available at the final rulemaking. The

absence of these important protocols from the rulemaking
process is not only highly questionable, but obviously
makes any comment on them impossible. Therefore, 3M
reserves the right to submit extensive comments on

such protocols when and if they are issued. Notwithstanding
their absence, however, significant comments concerning
the problems of workplace testing in general are addressed
in the attached ISEA comments.

In this regard, NIOSH has apparently miscalculated

the extreme costs and little added benefit that such
studies add to measuring the effectiveness of respiratory
protection. For example, the technological methods

needed to meaningfully reproduce test results in the
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workplace and to assess respirator performance against
the contaminants which exist in the workplace simply

do not exist. Only limited workplace studies have been
successfully conducted to date and even those have

been subject to various criticisms, including their
accuracy. Moreover, the costs for conducting such tests
compared to the value of information obtained makes
them prohibitive. The ISEA estimates that the industry
will spend in excess of $700,000,000.00 annually to
conduct such tests. For 3M alone this figure approaches
approximately $130,000,000.00 for its existing product
line and would require over 1,000 man years to complete.
Investments of this magnitude to produce uncertain

and questionable data poses a serious issue as to the
viability for any respirator manufacturer to continue
in the business.

While it is 3M's desire as well as those of other manufac-
turers to provide the best available respiratory protection
to the worker, adopting unachievable certification
requirements will not contribute to the attainment

of this goal but will rather hinder if not destroy

the ability to provide effective respiratory protective
equipment.

Statistical Analysis

Section 84.229 outlines the procedures for conducting
statistical analysis of test data. Review of these
requirements similarly reveals NIOSH's consideration

of a system which is both unachievable and one which

may in fact disallow better performing respirators

from being certified than those which are allowed.
Specifically, imposing a 95% confidence level on the
limited number of samples conducted can statistically
skew the test results in an unfavorable fashion. A
graphic example of this is detailed in the ISEA comments.
This type of unrealistic performance criteria must

also be eliminated from the final rule so that effective
respiratory protection will continue to be available.

CONCLUSION

Finally, 3M submits that adopting illusionary and techni-
cally infeasible rules for certifying respirators may
have an immeasureable adverse impact on the American

work force. First, respirator manufacturers unable
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to comply with the certification requirements would

be forced to exit the business. This would immediately
affect the thousands of workers who are directly engaged
in the production, manufacture and servicing of respiratory
equipment. Secondly, workers exposed to workplace contam-
inants would no longer have available to them effective,
economical respiratory protection devices. The absence

of such equipment would force employers to either install
engineering controls or in those instances where such
controls are not technically or economically feasible

to shut down the operation. This could result in the
further loss of jobs for hundreds of thousands of workers
and force employers to consider placing their operations
outside the United States.

In sum, if the proposed rule is adopted as is, it could
trigger an irreversible and devastating series of events
on respirator manufacturers, workers and the economy.
The changes which need to be adopted to transform this
rule to one which is feasible can be done without sacra-
ficing or in any way diminishing the availability of
effective respiratory protection to exposed workers.

3M believes that NIOSH has simply underestimated the
negative impact this rule could have and offers these
comments to assist NIOSH in developing and proposing
meaningful and achievable rules for certifying respirators.

3M supports the concept that the current rules for
certifying respirators must be updated and changed.
These changes, however, must take into account all

the variables discussed in these comments and recognize
the technological and practical aspects of adopting
new certifcation rules. The first step has been made
in that direction but many more steps are needed. It
is hoped that NIOSH will marshall all efforts to reach
this goal and to this end 3M is ready to assist and
provide any additional information that is needed with
respect these matters.

(:jgggpectfully submitted,
Donald P. Wilmes
3M Occupational Health & Safety Products Division
Minnesota Mining and Manufacturing Company

DPW:d1lg

Attachment



Introduction

On August 27, 1987, NIOSH published proposed new respirator
certification regulations (42 CFR Part 84) to replace the existing
regulations presently contained in 30 CFR Part 11. 52 Fed. Reg.
32402 et seq. Thereafter, on October 8, 1987, NIOSH extended the
comment period on its proposal to December 28, 1987 and announced
“informal public meetings: to be held in January, 1988 with respect
to the proposal. 52 Fed. Reg. 37639-37640. This document sets forth
the position of Industrial Safety Equipment Association (ISEA), a
respirator manufacturers association, with respect to the proposed

new regulations.

Procedural Defects

Before turning to a point-by-point discussion of the proposed
respirator certification regulations, ISEA feels compelled to renew
its request that the proposed regulations be withdrawn completely
because of procedural defects. See letters dated September 8, 1987
and November 2, 1987 from 3M Associate Counsel Nelson E. Schmidt to
John Moran and Nelson Leidel, respectively and letter dated September
21, 1987 from ISEA Counsel Paul A. Koches to John Moran. The most
important of these defects relates to the imposition of workplace
test requirements, and specific protocols for performing those tests,
without publishing the proposed protocols for review and public

comment.i/

_————-—-—-

/ A related problem arises from NIOSH's proposal of provisions
which are often exceedingly vague (e.g., proposed S 84.32(a)(2))
(Footnote continued on following page)
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