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Public Health Service

42 CFR Part 84
RIN 0905-AB58

Respiratory Protective Devices

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

ACTION: Final rule.

SUMMARY: This final rule addresses
NIOSH and the Department of Labor/
Mine Safety and Health Administration
(MSHA) certification requirements for
respiratory protective devices.
Specifically, the rule replaces MSHA
regulations with new public health
regulations, while also upgrading testing
requirements for particulate filters.

This action is the first of a series of
modules that will incrementally
upgrade current respirator approval
requirements. This modular approach
will allow improvements to be
implemented on a safety and health
priority basis as well as facilitate
adaptation to new requirements by the
manufacturers and users of respirators.
It will also expedite the incorporation of
technological advancements and will
allow for the expeditious response to
emerging hazards.

Except for the particulate-filter
requirements, most requirements of the

requirements for particulate filters
significantly improve the effectiveness
of evaluating air-purifying filters to
remove toxic particulates from the
ambient air. These requirements are
consistent with two decades of advances
in respiratory protection technology.
The certification of air-purifying
respirators under the final rule will also
enable respirator users to select from a
broader range of certified respirators
that meet the performance criteria
recommended by CDC for respiratory
devices used in health-care settings for
protection against Mycobacterium
tuberculosis (Mtb), the infectious agent
that causes tuberculosis (TB).
Elsewhere in this separate part of the
Federal Register, MSHA is publishing a
final rule to remove existing regulations
which are made obsolete by this final
rule.
EFFECTIVE DATES: This final rule is
effective on July 10, 1995. The
incorporation by reference of certain
publications used in the regulations is
approved by the Director of the Federal
Register as of July 10, 1995.
FOR FURTHER INFORMATION CONTACT:
Richard W. Metzler, NIOSH, 1095
Willowdale Road, Morgantown, West
Virginia 26505-2888. The telephone
number is (304) 285-5907.

SUPPLEMENTARY INFORMATION:

I. Availability of Copies and Access to
Final Rule

Additional copies of this final rule

ET). Arrangements have also been made
for this final rule to be listed on the
electronic bulletin boards of the
Government Printing Office and of the
Department of Labor; the telephone
numbers are (202) 512-1387 and (202)
219-4784, respectively. This final rule
may also be obtained from the NIOSH
Home Page on the World-Wide Web.
The location for the NIOSH Home Page
is http://www.cdc.gov/niosh/
homepage.html.

II. Paperwork Reduction Act

This final rule contains information
collections that have been approved by
the Office of Management and Budget
under the Paperwork Reduction Act of
1980 and assigned control Number
0920-0109. The title, description, and
respondent description of the
information collection are shown below
with an estimate of the annual reporting
and recordkeeping burden. Included in
the estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

Title: Respiratory Protective Devices.

Description: This rule prescribes
requirements and procedures which
must be met in filing applications for
approval by NIOSH of respirators and
modifications of respirators.

Description of Respondents:
Businesses and other for-profits.

Estimated Annual Reporting and

existing regulations are incorporated can be obtained by calling the NIOSH Recordkeeping Burden:
Annual
: Annual fre- | Average burden | Annual bur-
Section r;‘:pn;gg;ms quency per response den hours
56 10.5| 79.45 hr ............ | 46,716 hr.
56 105 2270 hr ............ | 13,347 hr.
56 10.5| 56.75 hr ............ | 33,369 hr.
130,805 hr.

The above citations are currently
cleared under 30 CFR Part 11 as OMB
control Number 0920-0109.

A Paperwork Reduction package is
being submitted to OMB, requesting
approval of the requirement for labeling
to be effected by §84.33. A document
will be published in the Federal
Register when such approval has been
obtained.

I11. Background

NIOSH published a proposed rule (59
FR 26850) to establish a new 42 CFR
part 84, on May 24, 1994. On May 26,
1994, NIOSH published a notice in the

Federal Register (59 FR 27257) for an
extension of the public comment period
and a rescheduling of a public meeting.
A public meeting was held to obtain
comments on the proposal in
Washington, D.C. on June 23-24, 1994.

The proposal and public meeting
received response from the full
complement of affected parties in the
public. Commenters included safety
professionals, respirator manufacturers,
representatives of industrial and health-
care facilities, and workers’
associations. Three hundred and three
commenters responded to the proposed

rule. One hundred twenty six
commenters represented health-care
workers. Ninety six commenters
represented health-care facilities.
Fifteen commenters represented
associations of health-care
professionals. Fifteen commenters
represented associations of health-care
facilities. Seventeen commenters
represented respirator manufacturers.
Eight commenters represented trade or
manufacturers’ associations. Eight
individuals commented as private
citizens. Six commenters represented
regulatory agencies (federal, state,
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county). Five commenters represented
respiratory protection experts. Three
commenters represented workers'
organizations. Two commenters
represented test instrument
manufacturers. One commenter
represented industrial hygiene
professionals. One commenter
represented a Federal Advisory
Committee. These figures include the 18
presenters at the Public Meeting held in
Washington, D.C. on June 23 and 24,
1994,

IV. Summary of Major Changes in
Response to Comments

The requirements of the final rule
differ from those proposed (59 FR
26850) in 8 major areas. These changes,
discussed in sections V. Administrative
and Procedural Matters of Final Rule
and VL. Discussion of Final Rule, are
summarized as follows:

1. Three categories (series) of
particulate filters (N-, R-, and P-series)
are included rather than two (solid and
liquid and solid);

2. Maximum allowable inhalation and
exhalation airflow resistance values
have been slightly increased and
labelling changes are included to
identify the certified efficiency level to
users;

3. The new certification categories
apply only to non-powered air-purifying
respirators. Powered air-purifying
particulate respirators (PAPRs) will be
approved only with filters meeting the
requirements for 30 CFR part 11 high-
efficiency filters;

4. A new subpart KK has been added
for the issuance of extensions of existing
30 CFR part 11 approvals to address
respirator non-conformances when there
is a demonstrated safety or health need
during the transition period and for the
approval of PAPRs;

5. Fit testing during the certification
process is not included for particulate
respirators;

6. The number of tested units has
been reduced and the test data will no
longer be treated statistically;

7. The period for sale and shipment
of 30 CFR part 11 certified particulate
respirators has been increased. The
period for processing part 11
applications has been eliminated,
except for demonstrated need; and

8. Testing parameters are stated more
explicitly.

A summary listing of the section-by-
section changes from the proposal to
this final rule is provided in Appendix
A—Comparison of Technical
Requirements Final Rule to Proposed
Rule. Each of these changes is discussed
in detail in the following preamble.

V. Administrative and Procedural
Matters of Final Rule

A. Modular Approach

The proposed rule explained the
intent to promulgate modifications to
the requirements of 30 CFR part 11 in
a series of modules. There are numerous
benefits to utilizing a modular approach
to promulgate changes to the existing
requirements. Among these are the
following considerations:

1. Improvements can be implemented
on a priority basis, assuring that those
expected to contribute most to
improving worker protection are
implemented first;

2. Incremental promulgation of
improvements should facilitate
adaptation to new requirements by the
respirator manufacturer and user
communities, minimizing the potential
for any disruption in the supply of
certified respirators;

3. Public participation in the
rulemaking process will be facilitated by
proposing important regulatory changes
in individual segments of separate
rulemaking; and

4. Improvements made to limited
segments of the rule can be
implemented in a much shorter time
period than comprehensive revisions to
the entire rule. Therefore
implementation of technological
advancements and response to emerging
hazards will be expedited.

Comments overwhelmingly endorsed
the concept of the modular approach
with only two comments specifically
opposed to this approach. More than
250 comments supported the proposal’s
approach and approximately 40
specifically endorsed and offered
recommendations for changes in the
modular scheduling. Some commenters
expressed concerns about this new
rulemaking procedure. These
predominantly questioned the
interaction of modules and
implementation schedules. Module
interaction concerns included added
costs, confusion, transition periods
(grandfathering) of interrelated modules,
and redesign of respirators due to effects
of multiple modules. Concerns of
scheduling included the priority of
modules, additional module topics,
transition periods for products to meet
prior requirements, timetable for
completion of revisions, and availability
of NIOSH resources to support work on
multiple modules simultaneously.

The modular approach represents a
continuous improvement strategy for
rulemaking. With this process, NIOSH
expects regulations and products to be
incrementally improved and updated to
address worker health concerns and

prevent any disruption in the supply of
respirators. Each module will constitute
a separate rulemaking activity. The
modular approach undertaken by
NIOSH provides clear advantages over
the comprehensive approach to
rulemaking. No specific time period has
been identified in which all certification
standards will be revised. The Institute
recognizes that a predetermined
revision cycle could ensure the periodic
re-examination of standards. However, a
requirement of this type would also
diminish the capability of the Institute,
with its limited resources, to address
priority respiratory protection needs.
The Institute has determined that a
flexible approach is required that will
permit expeditious responses to
emerging respiratory protection
priorities. These can change rapidly as
technological advancements,
international harmonization, changed
working conditions, or the emergence of
new hazards make current standards
obsolete. As discussed below the
Institute will balance industry’s need for
planning and adjustment time
associated with future modules by
having ample public involvement in
setting the priorities for module
selection and with judicious selection of
transition periods.

NIOSH is aware of the needs of the
respirator community to be able to plan
future production and purchasing
needs. This is true for consumers as
well as manufacturers of respirators.
NIOSH announced at the informal
public meeting its intention to hold
ample public meetings in advance of
any proposed future modules so that
these concerns could be addressed. The
concerns expressed in the comments
can be addressed in these informal
public meetings and with the use of
appropriate transition periods.

NIOSH intends to establish transition
periods for implementing the
requirements of each module. These
transition periods will be determined by
an assessment of the industry’s ability to
adopt the new requirements, ongoing
transition periods from prior modules,
and the public health implications of
the changes.

Anticipated subjects and sequence of
the NIOSH rulemaking were outlined in
the proposed rule. Numerous comments
were received providing suggestions for
additional module subjects and their
priority. Suggested additional subjects
included powered air-purifying
respirators, smoke masks, fit testing,
supplied air respirators, gas masks, and
combination respirators. Suggestions on
scheduling priorities indicated a
diversity in perceived needs. Based on
the public interest in the future module
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subject areas and timetable, NIOSH will
conduct a publi¢ meeting to further
develop the schedule with input from
all interested parties. The location and
date for this meeting will be announced
in the Federal Register, Morbidity and
Mortality Weekly Report (MMWR), and
other media.

The Institute coordinated the
development and implementation of the
modular approach with OSHA and
MSHA. The specific requirements of
this first module were reviewed and
accepted by both agencies to ensure that
42 CFR part 84 properly links with
OSHA and MSHA respirator use
regulations. Both agencies will
participate in the development by
NIOSH of appropriate user guidelines.
NIOSH and MSHA developed a
Memorandum of Understanding to
delineate roles for the continuing joint
approval under 42 CFR part 84 of
respirators used for mine emergencies
and mine rescue. The Institute will
continue to collobrate with MSHA and
OSHA as future modules are developed.

B. User’s Guide

The proposal stated the intent to
develop a user's notice or guide to
explain the use of respirators certified
for protection against particulate
exposures under the new 42 CFR part 84
that would replace the existing filter
respirators certified under 30 CFR part
11 subparts K and M. Commenters
indicated that this user’s guide should
be developed in a public forum with
public involvement. One commenter
stated that the user’s guide should be
issued prior to the finalization of part
84. Another believed that its availability
should coincide with the publication of
the final rule. Constraints on releasing
specific information as to the contents
of the final rule prior to its publication
limits the availability of information
needed for development of a user's
guide, thus making its development
with public input prior to or concurrent
with this rule impossible. NIOSH agrees
with the commenters that public input
into the user’s guide will result in a
better product. An informational
respirator user's guide for part 84
respirators will be developed with
public involvement.

The user’s guide will address both the
use of part 11 and part 84 respirators
during the transition period. Assigned
Protection Factor (APF) values are used
in the respirator selection process to
indicate the expected protection level
for the respirator wearer. NIOSH
recommends APFs for respirators
certified under 30 CFR part 11 in its
Guide to Industrial Respiratory
Protection and in the Respirator

Decision Logic. The future user’s guide
will recommend APFs appropriate for
use with the part 84 particulate
respirators until APFs can be addressed
through future rulemaking, It will also
provide information and
recommendations on a variety of other
respirator use issues associated with
this current rulemaking,

During review of this rule, both OSHA
and MSHA expressed strong interest in
the APF values for the new part 84
particulate filter classifications, Both
agencies agreed with NIOSH that APFs
could not be addressed properly in this
first module. They therefore urged
NIOSH to develop a subsequent module
defining APFs for all respirators. In the
interim, OSHA regulations under Title
29 and the MSHA regulations under
Title 30 will allow the use of the new
part 84 particulate classifications with
the APFs to be established by NIOSH in
the users’ guide. OSHA is in the process
of updating its respirator use
regulations, and the current proposal
specifies acceptance of APFs developed
and promulgated under part 84.

C. Use of Particulate Respirators for
Protection Against TB

While the requirements in this final
rule were not developed specifically to
certify respirators against biological
agents, this rule will address the
important public health need to control
the transmission of Mycobacterium
tuberculosis, the causative agent of TB,
in health-care and other facilities
through the use of respiratory protective
devices.

In response to the recognized risk of
TB transmission in health-care facilities,
increases in TB in many areas, and
recent outbreaks of multidrug-resistant
TB, CDC published “Guidelines for
Preventing the Transmission of
Mycobacterium tuberculosis in Health-
Care Facilities, 1994", in the Federal
Register (59 FR 54242) and MMWR
(Volume 43, No. RR-13) on October 28,
1994. These guidelines enumerate four
performance criteria that CDC has
determined are necessary for respiratory
protective devices used in health-care
settings for protection against TB. The
only currently certified air-purifying
respirator class that meets all the
respiratory protection performance
criteria in the CDC Guidelines is a
respirator with a high efficiency (HEPA)
filter. Many comments were received
from the health-care community
supporting the positive impact of the
proposed rule on compliance with the
CDC Guidelines.

All nine classes of air-purifying,
particulate respirators to be certified
under the provisions of the new

particulate filter tests (filter efficiency)
in part 84 meet or exceed the
performance recommendations
contained in the CDC Guidelines.
Several of these new classes of air-
purifying, particulate respirators are
expected to be less expensive than
respirators with HEPA filters.
Consequently, implementation of the
modifications included in this rule
should promote a substantial increase in
respiratory protection provided to
health-care and other workers
potentially exposed to the M.
tuberculosis droplet nuclei in health-
care and other occupational settings.

D. Conversion From 30 CFR Part 11 to
42 CFR Part 84

Since 1974, the Mine Enforcement
and Safety Administration (MESA),
MSHA, and the Occupational Safety and
Health Administration (OSHA) have
regulated the selection, use, and
maintenance of respirators in the
workplace under their respective
enforcement authorities. NIOSH is not
including the requirements of §§11.2
and 11.2-1 with this redesignation to 42
CFR part 84. Sections 11.2(a) and 11.2-
1 refer to respirator use and selection
criteria that since have been superseded
by OSHA and MSHA respirator
regulations.

ection 11.2(b) allows for the
continued manufacture and sale of gas
masks approved under the former U.S.
Bureau of Mines (BOM) Schedule 14F
(dated April 23, 1955). This Schedule
was replaced by the requirements in
Subpart I of 30 CFR part 11 in 1972. Gas
masks approved under Subpart I of 30
CFR part 11 (14G canisters) are widely
available and only a limited number of
types of 14F canisters are marketed.
MSHA experience indicates that few of
the 14F respirators are currently sold or
used. MSHA also indicated that removal
of the provisions in § 11.2(b) would
remove the authority to market these
respirators as approved devices.

NIOSH is not transferring the
requirements of § 11.2(b) to 42 CFR Part
84 since NIOSH does not have the
capability to process applications for
these respirators. The approval records
on these BOM-approved respirators no
longer exist and therefore NIOSH has no
way of monitoring the production of
these respirators to assure that they
continue to meet the approved design.
Thus, NIOSH will not authorize the sale
and shipment of the Schedule 14F
respirators under this part 84.

In addition, the codification of the
redesignated sections into a non-
hyphenated numbering system results
in several general heading sections that
contained no substantive requirements
























































































































































































