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September 28, 2010

NIOSH Docket Officer

NIOSH Docket #137,

Robert A. Taft Laboratories, MS—C34
4676 Columbia Parkway

Cincinnati, OH 45226.
NIOCINDOCKET@CDC.GOV.

RE: RIN: 0920-AA33; Total Inward Leakage Requirements for Respirators:
Reopening of Comment Period

3M Company Comments
Dear Docket Officer:

3M Company (3M), through its Occupational Health and Environmental Safety
(OH&ES) Division, is a major manufacturer and supplier of respiratory protective
devices throughout the world. 3M has invented, developed, manufactured and
sold National Institute for Occupational Safety and Health (NIOSH) approved
respirators since 1972. 3M employs experienced engineers and technical
professionals for the development of respirators. Our sales people have trained
and fit tested hundreds of thousands of respirator wearers throughout the world.
Our technical staff has performed research on the performance of respirators and
their uses, presented and published these data in numerous forums and assisted
customers with the development and administration of effective respirator
programs. Much of this research has been in the area of fit testing respirators
resulting in the development of several new qualitative and quantitative fit test
methods. In sum, we have substantial experience in all phases and applications of
respiratory protection. We are pleased to provide NIOSH with our comments on
the proposed rule for Total Inward Leakage Requirements, dated October 30,
2009, and related documents.
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3M has always been an advocate and innovative leader in advancing the importance
of fit. 3M has used quantitative fit testing for evaluating fit of half facepiece
respirators, including filtering facepiece respirators, for more than 25 years. While in
principle we support the idea of a fit requirement for half facepiece respirators,
NIOSH's proposed rule to evaluate respirator fit as part of the certification process to
address the concern that 40% of employers do not conduct fit testing is seriously
flawed and not supported by 3M. 3M offers the following comments and
recommendations regarding the TIL Proposed Rule and RCT-APR-STP-0068 Total
Inward Leakage Test for Half-mask Air-purifying Particulate Respirators. These
comments and suggestions are included with this letter.

3M appreciates the opportunity to supplement our comments and knowledge to
NIOSH Docket #137.

Sincerely,

A Biid.

Robert A. Weber
Manager, Regulatory Affairs, Quality Assurance and Technical Service
3M Occupational Health & Environmental Safety Division




3M Comments on 42 CFR Part 84 Docket Number 137, NIOSH Proposed
Rule on Total Inward Leakage Requirements for Respirators
[74 FR 56141]

The following comments are in response to the proposed rule published in the Federal
Register of October 30, 2009, on Total Inward Leakage (TIL) Requirements for
Respirators and documents placed in NIOSH Docket #137 and additional research
performed since October 30, 2009. The documents include:
» RCT-APR-STP-0068 Total Inward Leakage Test for Half-mask Air-purifying
Particulate Respirators
e Comments submitted to NIOSH Dockets #036 and #137

NIOSH indicated at the public meeting of December 3, 2009, that the information in both
Dockets #036 and #137 would create the record for this proposed rule making.
Therefore, the following comments should be viewed as an addition to 3M’s comments
previously submitted to Docket #137 on March 29, 2010.

Premise of Rule

The National Institute for Occupational Health and Safety (NIOSH) states this rule is
needed because they estimate that 40% of employers do not conduct fit testing and that
self-employed workers are less likely to be fit tested.”” NIOSH believes that the
proposed rule will result in better fitting respirators thereby protecting these workers that
are not fit tested. Even if the proposed rule could result in better fitting respirators, it will
do nothing to increase the number of employers doing fit testing.

The data discussed within these and in earlier 3M comments (dated March 29, 2010)
indicate that this rule will not result in better fitting respirators. In its present form, the
proposed rule will eliminate most respirator models from the market including both poor-
and well-fitting respirators. Even if this test were improved, it is not possible that one
respirator will fit the myriad of facial profiles in the U.S. workforce. As a result,
employers would still need to purchase and provide multiple respirator models to their
employees in an attempt to obtain an adequate fit for its population of workers — just as
employers must do today under the present rule.

NIOSH indicates in the proposed rule that certification to a fit requirement will not
substitute for fit testing, respirator training, and other components of a respirator
program; 3M adamantly agrees with this premise. This rule will not increase the number
of respiratory protection programs and fit testing. In fact, the opposite is likely to occur
because both employers and respirator users are likely to believe that this rule will
certify that respirator wearers will get an adequate fit without fit testing. If there is a
desire to address the problem of so few employers doing fit testing, then NIOSH must
use a different approach.

3M Comments, NIOSH Docket #137
9/28/2010
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Executive Summary

3M does not support the rule as proposed in the Federal Register, volume 74, no. 209,
NIOSH Proposed Rule on Total Inward Leakage Requirements for Respirators. This
proposal does not address the issue that NIOSH has repeatedly identified as an
important reason for the new fit test requirements, namely that “over 50 percent of
workers and other respirator users do not have the benefit of individual fit testing, let
alone a complete respiratory protection program.” "

NIOSH takes the position that if the standard eliminated only the poor-fitting respirators
from being certified, those employers that continue to violate the law would at least have
respirators that fit their employees. As described in 3M’s earlier comments, the
proposed test procedure suffers from an acute lack of reproducibility, repeatability, and
overall lack of robustness. So instead of eliminating only poor-fitting respirators, the
proposed rule will also eliminate a high percentage of well-fitting respirators.

The proposed test procedure is not capable of assessing the ability of a respirator to fit
a broad range of respirator wearers. Even if passing with at least one individual in every
cell, the uncertainty of the predicted pass rate for users with facial sizes in any of the
cells with two subjects is unacceptably large. The method proposed by NIOSH is not
capable of determining performance within a cell with adequate precision and will not
allow one to predict the performance of a model on a larger population of individuals
that fall within a cell in which only two subjects were tested.

NIOSH's economic impact analysis is severely flawed. This is due to the incorrect
conclusion as to the number respirator models adversely affected, poor assessment of
the annualized sales of products affected, lack of experience with product development
costs, and an incomplete consideration of the costs to end-users for re-selection of
respirators. 3M estimates that the total economic impact of the proposed rule is greater
than $1 billion.

Workplace fit test pass rates for currently available half-facepiece respirators
demonstrate that there are a number of respirators with current technology that meet
the needs of respirator users. Many of these respirators fit a high percentage of
wearers. The standard as currently proposed would eliminate both well- and poor-fitting
respirators, and thus does not provide a robust standard against which to develop new
products and technologies.

As aresult, NIOSH should withdraw the proposed rule. NIOSH should then evaluate the
test procedure and conduct a thorough economic analysis of the proposed rule’s
impact.

3M Comments, NIOSH Docket #137
9/28/2010




Support

1 3M and the International Safety Equipment Association (ISEA) are the only ones that
have presented data of respirators tested to the proposed test procedure. |f NIOSH
had done due diligence in testing respirators to the rule that was actually proposed,
3M believes it would have discovered many of the shortcomings of this proposed
rule prior to publication. Based on 3M and ISEA data:

o The number of products that would be impacted by this rule has been severely
underestimated.

o The proposed procedure cannot discriminate between well- and poor-fitting
respirators. This is primarily due to the large amount of panel-to-panel variability
(noise) in the method.

« The substantial amount of test variability makes it impossible for a respirator
manufacturer to use pre-submission testing to determine whether a respirator will
pass at NIOSH. While more testing was necessary to understand the variability
of the rule that was actually proposed, interpreting the existing NIOSH
benchmark testing made available to 3M indicates there is poor reproducibility.

« The proposed test does not correlate with fit results in the field as experienced by
users of existing products or NIOSH testing previously published in journal
articles.®? Field experience and these published studies identify well-fitting
respirators that do not pass the proposed rule.

2. This proposal ignores the importance of training in achieving a good fit. A well-fitting
respirator donned incorrectly will not provide protection. The connection between fit
testing and training has been identified by many experts.?

3. Users will not be able to use face size information proposed to be required in the
user instructions to save time in fit testing because the facial measurements are not
correlated to fit. In addition, the face size data is next to impossible for users to
obtain accurately and economically.

4. The only way to ensure a person has a respirator that fits is to perform individual fit
testing as required by law. Fit testing as part of the respirator certification process
will not ensure any worker will have an adequate fit or even that a worker will be
provided any protection from a respirator certified under the proposed rule.

Economic Impact

3M believes NIOSH has drastically understated the economic impact of this proposed
rule. NIOSH estimated that the cost of testing “would range from $8,500 to $12,000 per
respiratory approval” and there would be “total testing and certification costs to
manufacturers of up to $3.1 million” (p. 56147).""

This figure radically underestimates the cost to manufacturers for each development
program and it understates the likely number of re-designs that would be required. This
could have been avoided if respirators had been tested to the proposed rule prior to
creating these estimates rather than attempting to extrapolate information from the
benchmark testing. 3M and ISEA data illustrate the error of the estimate.

3M Comments, NIOSH Docket #137
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