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December 23, 1987

National Institute of Occupational Safety and Health
NIOSH Docket Office

Mail Stop E-23

1600 Clifton Road, N.E.

Atlanta, GA 30333

Dear Sir or Madam:

The attached document sets forth the position of E. D. Bullard Company with
respect to the NIOSH proposed rulemaking 42 CFR Part 84.

Our comments also incorporate by inclusion the comments of the Industrial
Safety Equipment Association (ISEA) of which E. D. Bullard Company is a
member.

Thank you for your attention to this matter.

Very truly yours,

Edward D. Bullard
President

EDB:bd

2680 Bridgeway

Sausalito, California 94965 o
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E.D. Bullard Company
The Human Side of Safety. Since 1898.

COMMENTS ON NIOSH PROPOSED RULEMAKING 42 CFR PART 84
BY E.D. BULLARD COMPANY
DECEMBER 23, 1987

E.D. Bullard Company (Bullard) is a manufacturer of NIOSH approved
respiratory protection products and other personal protective equipment.
Bullard commends the National Institute of Occupational Safety and Health
(NIOSH) for its efforts to upgrade the outdated "Title 30 CFR Part II
Requirements for Respirator Testing and Certification.

We believe that much of this proposed rulemaking represents significant
progress toward providing workers in industry better respiratory protection
equipment. We do, however, have concerns about technical and procedural
aspects of the rulemaking. Our comments are aimed at trying to develop
final rules that will encourage the innovation and the technical
advancement in respiratory protection products available to the America's
industrial and retail consumers.

As E.D. Bullard Company designs and manufactures supplied-air respirators,
we will limit our technical comments on the proposed rulemaking to the
"atmosphere-supplying'" class of respirators. These comments are divided
into two parts: TECHNICAL AND PROCEDURAL.

TECHNICAL COMMENTS

The classification and assignment of protection factors found within
Section 84.32 will serve to inhibit the innovation and advancement of
respiratory protection technology that is one of NIOSH's and Dr. Millar's
goals. These same classifications also are misleading to those not highly
trained in the use of respirators and may consequently result in an
inappropriate or incorrect respirator selection. The following paragraphs
serve to illustrate our specific concerns.

NIOSH's proposed Minimum Assigned Protection Factors Are Inconsistent
and Inhibit Performance Evaluation: NIOSH has chosen to reduce the
Minimum Assigned Protection Factors (minimum PFa) for loose fitting
and tight fitting facepiece airline respirators. The basis for this
reduction is unclear. Perhaps it is based upon the results of studies
performed by researchers in field studies, although NIOSH does not
give any indication as to its sources of data in this regard. One
point Bullard would like to make is to caution NIOSH against using a
few studies of particular respirator models to extrapolate protection
factors for other existing respirators in the same class or for
respirators yet to be designed and manufactured. Bullard believes
that respirator users would be better served if NIOSH were to provide
performance criteria for respirator manufacturers to demonstrate high
performance of their products.
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An example illustrates the type of inconsistency produced by NIOSH's
proposed Minimum Assigned Protection Factors: A manufacturer of a
self-contained breathing apparatus, who also offers an airline version
of his equipment (less the air supply cylinder), should be assigned
the same protection factor for the airline version as the SCBA
version, so long as tests demonstrate equivalent performance. Yet,
the Minimum PFa values shown in Section 84.32 imply greatly reduced
protection is afforded by the airline version.

NIOSH's Proposed Protection Factors Do Not Consider Current Levels of
Technology: The values shown for hoods or helmets are half that for
tight fitting facepieces. Again, Bullard would urge NIOSH to opt for
performance-based criteria rather than design-based criteria in
assigning protection factors to respirators. 42 CFR Part 84 contains
little test criteria, other than flow requirements, for continuous
flow respirators. Pressure inside the respirator inlet covering
(facepiece or hood), which is associated with the breathing cycle, is
not measured under the proposed rulemaking. If the performance of a
loose fitting hood or facepiece can be demonstrated to be the same as
that of a tight fitting facepiece, then the protection factor assigned
should be equivalent as well. The technology for demonstrating this
level of respirator performance is readily available. A breathing
machine, used in conjunction with quantitative fit testing procedures,
would provide accurate and complete documentation of a respirator's
performance in this regard.

NIOSH's Proposed Rulemaking Does Not Recognize the Performance
Differences Between Respirator Technologies: Since contaminant
leakage through a filter media is not involved with supplied-air
respirators, it is inappropriate and unreasonable to downgrade the
performance of these types of respirators to that of powered air
purifying respirators. All atmosphere supplying respirators, as well
as powered air purifying respirators, should be evaluated for
performance on a breathing machine at both standard (40 lpm) and hard
(70 1pm) work rates and the protection factors assigned to the
respirators according to the results of such tests.

NIOSH's Proposed Tests Are Design Restrictive: The requirement for
positive pressure atmosphere supplying respirators to be tested in
both negative and positive pressure modes is also design restrictive.
If NIOSH's intention in Section 84.233(a) is to address the
possibility of over-breathing the respirator, then this issue should
be addressed by using a breathing machine to assure that positive
pressure is continually maintained inside the respirator during the
entire breathing cycle. Ideally, there should be no such class of
respirator as a 'megative pressure, atmosphere supplying" type.
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Due to differences in internal volume of tight fitting facepieces and
loose-fitting hoods or facepieces, the amount of pressure maintained
inside the respirator during the breathing cycle need not be identical
for these two types of respirator facepieces. This fact can be
demonstrated by correlating breathing machine test results with
quantitative fit test results.

NIOSH Should Require Testing Using State-of-the-Art Breathing
Machines: Breathing is a dynamic action and, as such, supplied-air
respirators must be tested in a similar manner in order to assess
their performance. Assumptions about minimum or maximum flow rates
and/or loose-fitting versus tight fitting inlet coverings (facepieces
or hoods) are not adequate surrogates for scientific measurements of
performance. Reliance upon such assumptions precludes the
possibility, or at least fails to take into account the possibility
that respirators can be designed to provide protection performance
that is greater than what is conventionally assumed. Likewise,
without test criteria, there is no way to determine whether the
current assumptions about, say, flow rates (Section 84.251-3(b))
provide the desired level of protection. The essential point Bullard
wishes to make is that without breathing machine testing, in
combination with quantitative fit testing, the prevention of inward
contaminant leakage is left somewhat to chance. We thus urge NIOSH to
incorporate breathing machine testing as an essential part of
respirator performance testing.

The foregoing comments reflect E.D. Bullard Company's position on the
technical aspects of 42 CFR Part 84 as they relate to atmosphere supplying
respirators. As a member of the Industrial Safety Equipment Association
(ISEA), Bullard also wishes to endorse the procedural concerns expressed by
ISEA in its response to the NIOSH proposal rulemaking. For your reference,
Bullard encloses herewith a copy of the ISEA comments concerning 42 CFR
Part 84.

PROCEDURAL COMMENTS

While we share the concern expressed by the Industrial Safety Equipment
Association (ISEA) that workplace testing of respirators may not be
technically feasible, Bullard is more concerned that NIOSH has not included
any of the workplace or simulated workplace test protocols in the
publication of the proposed rulemaking. Publication of these protocols is
essential for Bullard and other respirator manufacturers, users, and other
concerned parties to comment intelligently about NIOSH's proposed
rulemaking. We respectfully submit that the absence of these specific
protocols denies Bullard full due process in the rulemaking procedure. The
lack of specific protocols will also delay innovation until manufacturers
know what protocols new respirators must follow.
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The absence of specific protocols notwithstanding, the application of
generally accepted scientific testing procedures to the testing of
respirators can only lead one to the obvious conclusion that workplace or
simulated workplace testing of respirators, as outlined by NIOSH, will have
a staggering economic impact. In order to be statistically valid, the
number of test sites, test subjects, and the amount of data to be collected
and analyzed represents a magnitude of cost far greater than NIOSH has
apparently realized. This impact will first be felt by the manufacturers,
subsequently by the purchasers of respirators, and ultimately by all
consumers in the form of higher prices. Bullard is baffled by NIOSH's
contention that this proposed rulemaking will not have a major economic
impact. We refer to and reiterate ISEA's comments in this regard.

Finally, while Bullard recognizes the benefits of workplace or simulated
workplace testing (once the lack of protocols is rectified and the cost
impact is addressed), we do not agree that this testing be conducted
exclusively within the mining industry. The overwhelming majority of
respirator users are employed in non-mining occupations. NIOSH must
reconcile this fact with its workplace/simulated workplace testing
requirements and not rely solely upon the mining industry for respirator
testing simply because its role in the development of respiratory
protection regulation is the longest lived. Since OSHA will undoubtedly
adopt any final NIOSH rulemaking and apply it to general industry, it is
incumbent upon NIOSH to take this into account and broaden its workplace
testing requirements to incorporate other segments of industry where
respiratory protection is used.

E.D. Bullard Company believes NIOSH's proposed rulemaking -- 42 CFR Part 84
-- is a well-intentioned but incomplete effort. Based upon the technical
concerns we have expressed herein and upon the procedural inadequacies of
the current proposal, we respectfully request and urge NIOSH to withdraw
their proposal until these critical matters are addressed. At the same
time we are anxious to work with NIOSH to develop new rules that will
advance the state of respiratory protection available to America's workers.
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ISEA COMMENTS ON PROPOSED 42 CFR PART 84

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.lj

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