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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Public Heaith Service
42 CFR Part 84

RIN 0905-ABS58

Respiratory Protective Devices

AGENCY: National Institute for
Occupational Safety and Health
(NIOSH), Centers for Disease Control
and Prevention, Public Health Service,
HHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: This proposed rule addresses
NIOSH's and the Department of Labor/
Mine Safety and Health
Administration’s (MSHA) certification
requirements for respiratory protective
devices. Specifically, the proposal
would replace existing MSHA
regulations with new public health
regulations, while also upgrading
current testing requirements for
particulate filters.

This action is the first of a series of
modules which will, over the next
several years, upgrade current respirator
requirements. This modular approach
will allow improvements tc be
implemented on a priority basis as well
as facilitate adaptation to new
requirements by the manufacturers and
users of respirators. Except far the ~ -
particulate-filter requirements, most -

. requirements of existing regulations
would be in into the new
regulations without change. The
proposed testing requirements for
particulate filters would significantly
im the current approach to
evaluating the effectiveness of an air-
purifying respirator’s filter to remove
toxic particulates from the ambient air,
updating existing provisions to be
consistent with two decades of advances
in respiratory protection technology. -

The certification of air-purifying
respirators under these proposed
requirements would also enable
respirator users to select from a broader
range of certified respirators that meet
the current performance criteria '
recommended by CDC for respiratory
devices used in health-care settings for
protection against Mycobacterium
tuberculosis, the infectious agent that
causes tuberculosis (TB).

This Notice also announces an
informal public meeting on the
proposed rule, as indicated below.

Elsewhere in this issue of the Federal
Register, MSHA is publishing a
penposal to remove existing regulations
! 30.CFR part 11. which would be

made obsolete by a final rule resulting
from this proposed rule.

DATES: Written comments must be
received at the NIOSH Docket Office -
before the close of business on July 8,
1994. Interested persons wishing to
provide oral comments at an informal
public meeting should file a request for
appearance with the NIOSH Docket
Office no later than the close of business
May 31, 1994. The informal public
meeting will be held on June 7th and
8th, 1994, beginning both days at 9 a.m.
ADDRESSES: Comments on the proposed
rule should be mailed in triplicate to the
NIOSH Docket Office, Robert A. Taft
Laboratories, Mail Stop C34, 4676
Columbia Parkway, Cincinnati, Ohio
45226, Requests to participate in the
public meeting should be mailed in
duplicate to the NIOSH Docket Officer,
at the same address. The informal
public meeting will be held at the
Holiday Inn/Capitol, 550 C St., SW.,
Washingtcn, DC. '
FOR FURTHER INFORMATION CONTACT:
Richard W. Metzler, Chief, Certification
and Quality Assurance Branch, Division
of Safety Research, NIOSH, 944
Chestnut Ridge Road, Mergantown,
West Virginia 26505-2888; the
telephone number is (304) 284-5713.
Additional copies of this proposed rule
can be obtained by calling the NIOSH
toil-free information number (1-800—
35-NIOSH). Arrangements have also
been made for this proposed rule to be
listed on the electronic bulletin boards
of the Government Printing Office and
of the Departiment of Labor; the
telephone numbers are {202) 512-1387
and {202) 2194784, respectively.

SUPPLEMENTARY INFORMATION:
L Paperwork Reduction Act

Manufacturers seeking approval of
respiratory protective devices would
continue to be required to submit
applications for approval, including
related drawings, drawing lists, -
specifications, and descriptions. The
paperwork burden for this application
process is identical to that included in
existing 30 CFR 11.10, previously = .~
approved by the Office of Management
and Budget (OMB).

However, those sections containing
information collections are being )
submitted to OMB for review under
section 3504(h) of the Paperwork
Reduction Act of 1980. Other
organizations and individuals desiring
to submit comments on the information:
collections should direct them to the
NIOSH Docket Offiee and to the Office
of Information and Regulatory Affairs; -
OMB. New Exectutive Office Building
{(Room 3208), Washington. DC 20503,

ATTN: Desk Officer for HHS/PHS/CDC/
NIOSH.

1I. Background

The existing rules and procedures in
30 CFR Part 11 for approval of
respiratory-protective devices, or
respirators, evolved from rules and
procedures developed by the U.S.
Department of the Interior, Bureau of
Mines (BOM). Until 1972, the BOM was
solely responsible for testing and
approving respirators. In 1972, Part 11
was published jointly by the BOM and
NIOSH. This regulation replaced the
BOM'’s rules and procedures, and
delineated the responsibilities of the
two agencies. Under this regulation, the
BOM evaluated respirator performance,
and NIOSH was responsible for
administration of the quality control

* provisions. The BOM also tested the

safety of electrical components of
respirators for use in potentially
explosive atmospheres in underground-
gassy mines (intrinsic safety) under the
requirements of 30 CFR part 18.

A Memorandum of Understanding,
dated May 30, 1972, between the two
agencies refined their respective roles,
and part 11 was amended in 1973.
Under this arrangement, NIOSH
undertook primary responsibility for
performance testing of respirators.
Although all approvals continued to be
issued jointly, the BOM primarily
retained only the responsibility to test
for intrinsic safety on the small number
of respirators that had electrical
components. o

The Mining Enforcement and Safety
Administration, MSHA’s predecessor
agency, was created in 1974, and the
responsibilities of the BOM under part
11 were transferred to that agency. Since
MSHA was created in 1978, it has
continued to test electrical components

.of respirators for intrinsic safety. MSHA

has issued separate approvals for.
respirators meeting the requirements of
30 CFR part 18. While MSHA currently
reviews applications for respirator
certifications and has conducted some
product evaluations, laboratory testing,
quality assurance, and product audit for
certain respirators, the principal testing
and approval activities specified by part
11 are primarily conducted by NIOS%:,
NIOSH is proposing to redesignate the™
requirements for the certification of -+
respiratory-protective devices of part 11
to part 84 of Title 42 (42 CFR part 84)
under this action. -

Following promulgation of 30 CFR
part 11 in 1972, NIOSH began
conducting research in several areas of
respiratory protection. Concurrently,
NIOSH began to receive public input
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concerning the respirator-certification proposal would be required to These new filter requirements would
program. adequately address all the areas of update the existing 30 CFR part 11 -

In December 1977, NIOSH conducted  concern. Consequently, NIOSH has provisions to provide a particulate
a public meeting to obtain comments on  reevaluated its intent to develop and efficiency determination and
changes needed in 30 CFR part 11. In implement a single, comprehensive classification system consistent with
1979, a group of outside consuitants revision to the existing regulation of advances in respiratory protection - _
conducted a thorough review of the part 11. technology. The tests to determine the
program. The report received from those Instead, NIOSH intends to promulgate respirator filter's particulate efficiency
consultants was published by NIOSH modifications to the existing enable classification of the filters on
for further consideration by other ~ requirements of 30 CFR part 11ina their ability to inhibit the penetration of
interested persons, and a public meeting  series of modules. There are numerous - particulates of the most penetrating size.
was held in July 1980 to obtain their benefits to utilizing a modular approach  The effectiveness of a device to remove

comments on the program. In December 4 promulgate the anticipated changes to  particulates from the ambient air would
1981, the American National Standards existing requirements. Among these  be reflected in a three-tiered

Institute Z88 Committee on Respiratory 6 the following considerations: classification system based on the
Protection commented on 30 CFR part 1. Improvements can be implemented filter's demonstrated efficiency.
11. In January 1982, the Mine Health on a priority basis, assuring that those Classification of the fiiters in this

Research Advisory Committee expected to contribute most to manner eliminates the need to test and
transmitted its recommendations to improving worker protection are classify the filter respirator according to
NIOSH for further changes to the m ]emer%ted first composition of contaminant (e.g., “*dust,
program. Since 1982, NIOSH has 'flncremental Soimilention of fume, and mist”, “asbestos”}, since the _
solicited and investigaied reports of s " hp 1d fa(j:;il't t penetration rate for particulates in the -
problems with NIOSH/MSHA-certified lr‘r;pr;)\tgme:n el -f by th atmosphere, regardless of composition,
respirators with the purpose of agapss tlon e ne;v Cl;equxren:ii_m SOY e il not exceed that of the test
obtaining direct public input into th bl sl °,ft¥“a"“ s anthusert i)  Particulate. To revise respirator
approval program. - ;,ommulél_ s r!nm_m l?’mg o }p . ?ma nomenclature to be consistent with this
Investigations, research, comments, O HELy R L fundamental change in certification
and analyses were considered by NIOSH  certified respirators, and philosophy, the words “dust, fume and
and MSHA in preparation of a proposed ~3- Public participation in the mist" have been changed to
comprehensive revision to the approval rulemaking process will be facilitated by ~particulate” in the proposed rule.
requirements. These changes to existing Proposing important regulatory changes  "NJOSH has long been concerned with

requirements and tests were proposed as 10 individual segments of separate the health risks to workers due to the
a new 42 CFR part 84, which was mlemakm.g.. i inappropriate selection and use of dust/
published on August 27, 1987 (52 FR The anticipated subjects and sequence mjst and dust/fume/mist respirators.
32402). Two public meetings were held ~ of the NIOSH rulemaking, accordingto  Assigned Protection Factor (APF) values
to obtain comments on the proposal (i  this modular approach are: i are used in the respirator selection -~
San Francisco, CA on January 20, 1988, — _process to indicate the expected Tt
and in Washington, D.C. on January. 27— ' ' _ tm‘g&“‘ﬁd protection level. NIOSH has considered -
28, 1988). Two extensions of the public Subjectarea Wroposed  the.possibility of reducing the Assigned -
comment period were issued (52 FR = ' : rule Protection Factor (APF) values given in
37639 and 53 FR 5595), with itending - - the NIOSH Guide to Industrial '
on March 28, 1988. Concurrent with the ~Particulate Filter Tests ........... | May 1994. * Regpiratory Protection and in the
- publication of the proposed part 84, Assigned Protection Factors .. | Late 1994.  Regpirator Decision Logic for dust and
MSHA published a notice in the Federal Administrative Program (appli- | Early 1995. £, regpirators to account for filter

Register (52 FR 32313) proposing the caion SUDAURGES NS00 |

. ; essing, fee structure, etc.). :
withdrawal of 30 CFR part 11 upon final Quaiity Assurance. Require- | Earty 1995.

penetration that can occur, theoretically,
when these respirators are

publication of 42 CFR part 84. Under -~ -~ = oo " inappropriately used against aerosols
that proposal, MSHA would have - . * Gas and Vapor Requirements | Mid 1995. less than 2 micrometers in diameter. On
retained a consultative role in the ‘ Positive Pressure SCBA Re- | Early 1996.° September 15, 1992, NIOSH prepared a
approval of respirators used in mining ~~ quirements. : ; : draft report, “A Performance Evaluation
: in order to protect the health and safety ~ Simulated Workplace Protec- | Early 1997.  of DM and DFM Filter Respirators ;
A of miners, particularly concerning mine tion Factor Test. Certified for Protection Against Toxic -
. rescue and mine emergency respirators. e R e o Dusts, Fumes, and Mist,”” explaining its .
. During the 7-month comment period - NIOSH is proposing a limited revision oncerns and suggested course of action
 following the publication of the - - - .. . to the existing requirements of 30 CFR - .  NJOSH solicited an external scientific * -

~inr - proposed part 84, NIOSH received 271: - part 11 in this first“module”, requiring - jeer review of this draft report on ="
“ii .- COMMents on this comprehensive: -. . ... updated pMGula_t.e_“f!lter tests. These ~ - September 15, 1992. This review did not
- . proposal. Since receiving these. .. .. s..... proposed changes would produce ' - - support an’ immediate-revisionof the- <" :

comments, NIOSH has been conducting ~ significant improvements in‘the level-of> - APF vahies: The reviewers— - —wmiv: .
investigations and research to consider  protection provided to the wearersof - recommended that NIOSH address the

| the technical issues addressed in the the respiratory protective devicesand  concern about excessive filter e

: comments. Delays have been L0 would enable users to easily discern the  penetration by incorporatin improved

‘ experienced in finalizing a revised part  level of protection that can be expected . filter-penetration tests into the
84 draft as a result of the number and when using a particular respirator, with  respirator certification regulation.
diversity of the comments received. little impact on the certification process.  After careful consideration of this
NIOSH determined that at least four NIOSH estimates that these changesto  issue, NIOSH agrees with the scientific’
major, and more than one hundred the particulate filter requirements will reviewers that, during the transition
minor technical and administrative affect approximately 80% of all: = period for the implementation of the

changes to the first comprehensive respirators currently marketed. - provisions contained in this rule, an





















































































































