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This final rule was made available to the public 
e Government Printing Office in Washington, 

, on June 2, 1995. It was published in the Federal
· ter on June 8, 1995, in Part II of that issue (60
110:30336). This rule addresses the National

titute for Occupational Safety and Health
OSH) and Department of Labor /Mine Safety

Health Administration (MSHA) certification 
uirements for respiratory protective devices. 
·ifically, the rule replaces MSHA regulations at
FR Part 11 with new public health regulations
2 CFR Part 84, while also upgrading testing
irements for particulate filters. Concurrent
NIOSH publication of this new rule, MSHA

lished a final rule to remove existing regula­
at 30 CFR Part 11, which are made obsolete by 
final rule. NIOSH now will have exclusive 

erity for testing and certification of respirators 
the exception of certain mine emergency 

· ees, :which will continue to be jointly certified
IOSH and MSHA.
The certification of air-purifying respirators

er the final rule will enable respirator users to
t from a broader range of certified respirators.

of these new respirators will meet the performance
eria recommended by the Centers for Disease
trol and Prevention (CDC) for respiratory devices

in healthcare settings for protection against
r9bacterium tuberculosis, the infectious agent that
ses tuberculosis. The CDC published "Guidelines
Preventing the Transmission of Mycobacterium
rulosis in Health-Care Facilities, 1994," in the 
al Register (59 FR 54242) and MMWR (Vol. 43, 

No. RR-13) on October 28, 1994. All nine classes of 
air-purifying particulate respirators to be certified 
under the provisions of the new particulate filter tests 
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 fil­
ters.

This action is the first of a series of modules that 
will upgrade current respirator approval standards 
incrementally. 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 also will expedite the incorporation of 
technological advancements and will allow for expe­
ditious response to emerging hazards. 

Except for the particulate-filter standards, most 
of the existing regulations are incorporated into the 
new 42 CFR .Part 84 without change. The revised test­
ing standards for particulate filters will improve sig­
nificantly the effectiveness of air-purifying filters in 
removing toxic particulates from the ambient air. 
These changes are consistent with two decades of 
advances in respiratory protection technology. 

Under the new particulate filter tests, NIOSH 
will certify three classes of filters, N-, R-, and P-series, 
with three levels of filter efficiency, 95%, 99%, and 
99.97%, in each class. All filter tests will employ the 
most penetrating aerosol size, 0.3 µm aerodynakc 
mass median diameter. The N-series will be tested 
against a mildly degrading aerosol of sodium chlo­
ride (NaCl). The R- and P-series filters will be tested 
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