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Willson Products, as a najor mnanufacturer of respiratory protective
devices for over sixty years, has a deep and abiding concern with
regulations governing the respirator industry. The intended reform
of 30 CFR 11 is therefore regarded as necessary and desirable,

and the opportunlity for comment is appreciated.

Although 30 CFR 11 contains other sections which require revision,
Willson is primarily interested in Subpart K which deals with
particulate filter respirators. Accordingly, our comments pertailn
only to Subpart X, and a proposed revision is included for your
consideration.

To aild in evaluation of the proposed Subpart X, evplanatory notes
are provided below:

1. Paragraphs 11.130 and 11.131 represent a significant
departure fron the current standard. Design restrictions,
both implicit and expllicit, were deleted, and respirator
classifications, based upon performance characteristics
and tests, were substituted.

In these and other paragraphs, use of such terms as
"single-use filter" and "single-use respirator equipped
with reusable filter" etc. was intentionally avoided.

As a result of confuslon and subsequent controversey,

these have become emotionally-loaded terms subject to

a great many interpretations. And if a pure performance
standard is considered, the need for arbiltrary nomenclature
1s unnecessary.

2. Paragraphs 11.131 through 11.139 of the current version
were relegated to Subpart G and it is suggested that
Subparts H through N be handled in a similar fashion,

The addition of a table sumnarizing performance requirenents
is advisable. This table should be referenced 1n paragraph
11133 (=)

)

4, The Quantitative Fit Testing requirements in paragraph
11.134 et al are basically similar to those suggested by
Los Alanos, however, modifications have teen nads.
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Paragraph 11.134-2 (d) stipulates a mininum of three
tests on each subject. Although these tests are time-
consuming and expensive, no other solutlon has yet
been proposed which would account for the lack of
reproducibllity reported by workers in the field.

Aerosol concentration stability requirements have been
added to the sodium chloride test (11.134-3 (b)) as
well as other aerosol tests which appear in the Subpart.

The geometric standard deviations, too, have been
toleranced wherever an aerosol is defined in Subpart X
by means of a diametric dimension.

These aerosol requiremnents should minimize inter-
laboratory variations and subsequent controversey.

It must be recognized, nowever, that the specification
define a very polydisperse aerosol having a relatilve
standard deviatlon of approxinately three for NaCl and
four for silica dust. As such, interlaboratory variation
will not be entirely eliminated,

Sodium chloride penetration has been defined so that
the specification permits the use of either U.S, or
European 1nstruments. Significant questions regarding
the comparative performance of both designs must be
esolved prior to any conmitment.

In addition, the effect of lung adsorption has not been
factored into the equation. Since some workers have
a

reported lung adsorption percentages as nigh as 507%,
this variable should be considered.

o correlation between quantitative fit test values and
observed respirator performance in the field has yet
bezn established with any degree of certainty. It would
therefore be incorrect to assume that such a correlation
exists however logical the extrapolaticon might appear.
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The above statement is n fo undernine the
NaCl test procedure or qi i
but 1t is Willson's posi
deta must be viewed fron the peesp G
rather than its potential.

When quantitative fit testing is regarded in the sane
category as silica dust testing and lead fune test¢n¢
etc., the arithmetic mean is adequate to characterize
a respirator facefit for regulatory purposes. If,
however, statistical techniques are employed, then all
other performance tests in Part IT should be handled
in a similar fashion in order to maintain a degree of
uniformity.

Implied in paragraph 11.134-5 1s the requirement that

all half-mask respirators, including single-use and

disposable types, have a navimum penstration value of

10 percent.

Airflow resistance valuss have been standardized for

all respirators in the absence of physiological evidence
ich would indicate otherwise.

Initial leakage roq“;?en nts appear in paragraphs 11.136-1,

11.130-2, and 11.136-3, This change was written into

Part II because of conmon respirator practices. Corporations

which have an established respirator program often change

particulate filters on a daily basilis even though nmuch

useful service life remains.

As a result, filters never have a chance to load up and
become more efficient, and less protection is afforded
fhe user. This problem is particularly prevalent where
disposable respirators are readilly available to users.
It i1s not unconmon to find a worker using two to four
respirators per day.
European respirator stand
and initial filter leakag
specified.

ards recognize this phenomenon
e limitations are accordingly

()
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Subpart K - Particulate Filter Respirators

11.130 Particulate filter respirators; dsscription.

(a) Particulate filter respirators are defined as respirators
equipped with one or more fllters daesigned to remove a
single type of particulte matter or a conbination cf
two or more types of particulate natter from ambiert air
prior to inhalation by the respirator wearer.

(b) Particulate filter respirators are designed for use as
respiratory protection during entry into and escape from
hazardous, particulate-containing atmospheres which have
a minimum oxygen concentration of 19.5 percent by volune.

11.131 Particulte fillter respirators; classification.

(a) Particulate filters respirators are classified according
to the following characteristics:

(1) Respirator type

i) DNon-powered air purifying respirators
11) Powered air purifying respirators

(2) Protection class

(i) Respirators designed for use against particulates
having a tine-weighted average (TWA) not less
than 0.05 milligrams per cubic neter or two mppecf.

(11) Respirators designed for use against particulates
having a time-weighted average (TWA) less than
0.05 milligrams per cubic meter or two nppecf.

(

)
~

Type of particulate hazard.

i) Dusts
i1)  Mists
iii) Fumes
iv) Radionuclides

~—
=

(

) Filter efficiency

(1) Standard efficiency filters which can achieve a
mininum efficlency of 99 percent against the
appropriate test aerosol.

(i1) High efficiency filters which can achieve a
rininum efficiency of 99.97 percent against the
appropriate test aerosol.

11.132 Particulate filter resplrators; components.
(a) The couponents of each particulate filter respirator shall

meet the mininum construction requirements set forth in
Subpart G of this part.
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11.133 Particulate filter respirators; performance requirements,

Zeneral.

Particulate filter respirators and the individual components
of each such device shall, as appropriate, neet the
p

requirsments for performance and protection specified in
the tests described in paragraphs 11.134 through 11.138 and
Table . (Note: To be similar to current Table 10.)

particulate fi1lter respirators;

each respirator or, where applicable,
each respirator size shall be available for

Where the respirator design is incompatible with the test
method employed, modifications to the device shall be
permitted provided that physical properties (size, weight,
etc.) and airflow resistance (both inhalation and exhalation)
of the modified respirator assembly are essentially similar
to the origlnal design.

Respirator fitting instructions shall accompany each
application for approval so that all test subjects can be
properly trained in wearing the respirator prior to
quantitative fif{ tTesting.

Sections 11.134-1 through 11.134-5 shall be employed, as
applicable, for determining the fit characteristics of
particulate filter respirators.

Quantitative fit testing, test panel selection.

Test subjects shall be chosen from among individuals having
normnal facial characterlstics and complexion.

Respirators equipped with quarter-mask, half-mask, or
mouthpiece respiratory inlet coverings shall be evaluated
on a test panel consisting of 25 test subjects in ten
size categories as prescribed in Figure II.

Resplirators with full-faceplece respiratory inlet coverings
shall be evaluated on a test panel consisting of 25 test
subjects in ten size categories as prescribed in Figure I.

Respirators with hood, helnet, or suit respiratory 1nlet
coverings shall be evaluated on a test panel consisting

of ten test subjects in the ten size categories as prescribed
in Figure 1.

Where a respiratory 1lnlet covering 1s designed to flt a
particular size category, the device shall be tested on
a truncated test panel consisting of no less than three
contiguous size categories.






























