Miller, Diane M. (CDC/NIOSH/EID)

From: rkhehenberger@mmm.com

Sent: Monday, March 29, 2010 2:22 PM

To: NIOSH Docket Office (CDC)

Cc: robert.weber@mmm.com; cecolton@mmm.com
Subject: HHS RIN: 0920-AA33, 42 CFR 84
Attachments: HHS RIN 0920_AA33.3M.29mar10.pdf

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 Health and Safety
(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
basic 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

3M has always been an advocate and innovative leader in advancing the importance of respirator 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 that a fit
requirement be part of the certification evaluation for half facepiece respirators, NIOSH’s proposed
rule to evaluate respirator fit as part of the certification process as a remedy to their perception that
too few employers conduct fit testing is seriously flawed and will not increase fit test compliance and
will most likely reduce the percentage of employers conducting fit test. This is not supported by 3M.

3M offers the following comments and recommendations regarding the TIL Proposed Rule, RCT-
APR-STP-0068 Total Inward Leakage Test for Half-mask Air-purifying Particulate Respirators, and
Determination of Sample Size and Passing Criteria for Respirator Fit Test Panels. These comments

and suggestions are attached in this email. Additionally, 3M is sending a hard copy of these
comments via certified mail.

3M appreciates the opportunity to add our comments and knowledge to docket 137.

Sincerely,

o .~

Robert A. Weber
Manager, Regulatory Affairs, Quality Assurance and Technical Service
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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:
Notice of Proposed Rulemaking

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 Health and Safety (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 basic 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
respirator 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 that a fit requirement be part of the certification evaluation
for half facepiece respirators, NIOSH’s proposed rule to evaluate respirator fit as part of
the certification process as a remedy to their perception that too few employers conduct
fit testing is seriously flawed and will not increase fit test compliance and will most likely
reduce the percentage of employers conducting fit test. This is not supported by 3M.

3M offers the following comments and recommendations regarding the TIL Proposed
Rule, RCT-APR-STP-0068 Total Inward Leakage Test for Half-mask Air-purifying
Particulate Respirators, and Determination of Sample Size and Passing Criteria for
Respirator Fit Test Panels. These comments and suggestions are included with this
letter.

3M appreciates the opportunity to add our comments and knowledge to docket 137.

Sincerely,

2

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



3M Comments on 42 CFR Part84 Docket Number 137, NIOSH Proposed Rule
on Total Inward Leakage Requirements for Respirators
[74 FR 56141]

As an innovator, designer, and manufacturer of NIOSH-certified respirators since 1972
and a strong advocate for recognizing, assessing, and advancing the importance of
respirator fit to the wearer’s face, 3M is well acquainted with and indeed is an industry
leader concerning all aspects of respirator performance, including fit. Based on this
breadth of experience and global expertise, 3M is supportive of the general concept to
require a minimal fit performance level as part of the certification process. This support,
however, is not without several major reservations as presented below and, without

" appropriate revisions to the proposed rule in these areas, would result in 3M

withdrawing this support.
Overall Approach to the Rule

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 Docket 137. These documents include:
e RCT-APR-STP-0068 Total Inward Leakage Test for Half-mask Air-purifying
Particulate Respirators
« Determination of Sample Size and Passing Criteria for Respirator Fit Test Panels
e Comments submitted to 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.
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Introduction

3M submits that NIOSH has erred significantly concerning the definition, technical logic,
and economic impact of this proposed rule. While the proposed rule is for total inward
leakage, the definition of the purpose and the application of the protocol are quickly and
incorrectly translated to mean fit. In the potential application of such a rule, it must be

" noted that improved total inward leakage is not the same as defining or improving fit.
NIOSH’s logic in its analysis and manipulation of the data to create technical criteria for
this proposed rule is somewhat mysterious and not clear. Further, independent
experiments by NIOSH, International Safety Equipment Association (ISEA), and 3M all
demonstrate dramatic issues with the variability of the subject selection and the overall
robustness of the proposed rule. What is more, given the lack of correlation between the
proposed rule and actual field performance based on quantitative fit testing, this rule
would do nothing to actually advance the stated goal of improving fit characteristics of
respirator designs. Despite benchmark testing that shows a significantly high number of
filtering and elastomeric facepieces would not have the requisite TIL performance as
defined by their test, NIOSH nonetheless states that this proposed rule would not have
a significant impact on most designs. In fact, a consequence of the proposed rule will
remove well-fitting respirators from the US workforce. In determining that “this proposed
rule is not economically significant,” several incorrect assumptions were made in
estimating revenue impact, manufacturing and development costs, and end-user
impacts. Therefore, this proposed rule is wholly incongruous to streamlining the process
of fit testing for employers and improving the likelihood of respirator designs passing fit

tests “right out of the box.”

General Comments

3M submits that NIOSH has totally missed the mark in bringing clarity and feasibility to
the primary features of the proposed rule and has rather deposited confusion and
ambiguity to what is expected from manufacturers in designing new, compliant
products. Specifically, the proposed rule is declared to be founded on the concept of































































































































