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January 30, 1978

Regulations Assistant

National Institutes of Occupational
Safety and Health - Room 8-11

5600 Fishers Lane

Rockville, MD 20857

Gentlemen:

This is in reply to your request for information for new and improved per-
formance requirements for respiratory protective devices for future revi-
sions of 30 CFR Part 11, as requested in the Federal Register of October
28, 1977.

The enclosed document is presented on behalf of the Respiratory Protection
Group of the Industrial Safety Equipment Associaticn. This material in-
cludes the data we presented at the public meeting conducted by NIOSH and
MESA on November 29 - December 1, as well as detailed corments and modifi-
cations of our major issues which we have been able to develop since that
date. We are also teking the liberty of responding at this time to the
proposals for new testing requirements presented by NIOSH at the November
29th Hearing.

We appreciate the opportunity to submit this important information and
would like to invite your representatives to meet in the near future with
a committee of our Respiratory Protection Group to discuss these comments.

incerely,
\, Z/w ’
frank E. Wilcher, Jr.

Executive Director
FEW:af
Tnclosures

cc: VvE. J. Baier - NIOSH
J. A. Oppold - NIOSH
R. H. Schutz - NIOSH
E. XKloos - MESA
Eula Bingham - OSHA
Ching Tsen Bien - OSHA

1901 N. Moore Street, Arlington, VA 22209 (703) 525-1685



RECOMMENDED CHANGES TO 30 CFR PART 11

—

SUBMITTED BY

Respiratory Protection Group
INDUSTRTAL SAFETY EQUIPMENT ASSOCIATION
1901 North Moore Street

Arlington, Virginia 22209




INDUSTRIAL SAFETY EQUIPMENT ASSOCIATION
RECOMMENDED CHANGES TO 30 CFR PART 11
MAJOR ISSUES - TECHNICAL PERFORMANCE

(1) ESTABLISHMENT OF MINIMUM PROTECTION FACTORS FOR ALL TYPES OF RESPIRATORS BY
MEANS OF QUANTITATIVE FIT TESTS.

We recommend that 30 CFR Part 11 be amended to provide for the establishment
of panels of human subjects having appropriate anthropometric characteristics re-
presenting at least 95% of adult working population to carry out quantitative
respirator fit tests;

That human subjects, both male and female, wearing respirators in test
atmospheres should carry out exercises which simulate movements in work operations,
and the penetration of test agents into the respiratory inlet coverings of the
respirators should be measured by appropriate instruments during the exercises;

That to determine whether or not a given make or model respirator achieves
the protection factor established for the type of respirator it is, at least three
series of respirator quantitative fit tests should be carried out by the panel of
human subjects. In order to be approved, the given make and model respirator must
achieve protection factors equal to or greater than the established minimum pro-
tection factor for the type of respirator;

That consideration should be given to the proper selection of test subjects,
so as to be compatible with varying dimensional sizing of respiratory inlet cover-

ings; and

That an applicant shall be permitted to submit for an approval a respirator
which fits a specific portion of the panel referenced in the first paragraph above.

The information currently available shows unacceptable variations of protec-
tion factors when one faceplece is tested several times on one individual. The
data to explain this variation is insufficient to enable a reasonable conclusion
to be drawn. We feel that further work should be done to produce reproducible
test results, or to show that these variations are logically explicable.

We feel that work should be done to show the effect of lung retention of
the aerosol on the test results.

We feel that the temperature of the test chamber should be low enough to
prevent the perspiration of the test subject, which may be generated during the
exercises, from affecting the facepiece fit. Perspiration may cause the face-
piece to slip on the face during head movement exercises.

Although we agree that a quantitative facepiece fit test is of great value
to approval testing, we feel that this information cannot be used as a method for
assuming the fit of an individual worker. Individual worker fit should be per-
formed before any protection factor can be assumed, and is indeed required by
1910.134 and implemented in OSHA's Program Directive #300-9.

(2) PERMIT APPROVAL OF ALL TYPES OF RESPIRATORS ABLE TO MEET PERFORMANCE REQUIREMENTS
FOR ANY TYPE OF RESPIRATOERY HAZARD,

We recommend that 30 CFR Part 11 be amended to provide that respirators
should not be limited by design requirement from receiving an Approval for any
type of respiratory hazard if the device is capable of meeting all the perform-
ance requirements as published.




(3)

(L)

INDUSTRIAL SAFETY EQUIPMENT ASSOCIATION
RECOMMENDED CHANGES TO 30 CFR PART 11

MAJOR ISSUES - TECHNICAL PERFORMANCE

CLARTFY CLASSIFICATION AND DESCRIPTION OF PARTICULATE FILTER RESPIRATORS AND
CLARIFY CLASSIFICATION AND DESCRIPTION OF CHEMICAL CARTRIDGE RESPIRATORS.

The ISEA believes that the classification and description of the types
of particulate filter respirators and chemical certridge respirators which can
be approved under the provisions of 30 CFR 11 is confusing to respirator users,
government officials having jurisdiction over respirator programs, respirator
manufacturers, and the general public. Therefore, Subparts K, L. M, and N of
30 CFR 11 should be amended to clairfy the classification and description of
particulate filter respirators and chemical cartridge respirators.

DYNAMIC LEAK TESTING OF EXHALATION VALVES.

We recommend that 30 CFR Part 11 be amended to require that when leakage
tests of exhalation valves are required they shall be tested under dynamic con-
ditions and the permitted leakage shall be appropriate to the Respirator Pro-
tection Factor.

(5) BREATHING MACHINE TESTS.

(6)

(7)

(8)

(9)

We recommend that 30 CFR Part 11 be amended so that any air purifying
respirator which permits exhaled air to contact the air purifying element shall
be tested with a breathing machine with the exhaled air having a temperature
and humidity equivalent to body conditions.

BREATHING RESISTANCE REQUIREMENTS.

We recommend that all breathing resistance requirements should be re-
viewed and the established values should be based on physiological limitations.

CLARIFY AFPPROVAL OF AIR PURIFYING RESPIRATORS FOR PROTECTION AGAINST GASES AND
VAPORS HAVING POOR WARNING PROPERTIES.

We recommend that Sections 11.90 (b) (Footnote 4) of Subpart I and 11.150
(Footnote 7) of Subpart L of 30 CFR 11 be amended to prohibit the use of air
purifying respirators for protection of persons against vapors and gases which
do not have adequate warning properties except where Federal exposure standards
permit the use of air purifying respirators, provided that specific work prac-
tices listed in the standards are carried out.

RESPTRATCR EYEPIECES.

We recommend that the impact requirements specified in the current edition
of Federal Specification GGG-M-125, Mask, Air Line, and Respirators, Air Filter-
ing, Industrial, be included as part of the performance requirements in 30 CFR
Part 11.

NOISE LEVEL MEASUREMENTS.

We recommend that any reference to noise level measurements for respirators
in 30 CFR Part 11 be revised as follows: "Where applicable, noise levels gener-
ated by respirators will be measured inside the respiratory inlet covering and/or
at the ear level at maximum airflow for which the device is approved, and shall
not exceed 80 dBA. Measurements shall be taken in an ambient noise level not ex-
ceeding 60 dBA."
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INDUSTRIAL SAFETY EQUIPMENT ASSOCIATION
RECOMMENDED CHANGES TO 30 CFR PART 11
MAJOR ISSUES - TECHNICAL PERFORMANCE AND ADMINISTRATIVE

(10) APPROVAL OF RESPIRATORS EQUIPPED WITH SUIT-TYPE RESPIRATORY INLET COVERING.

(11)

(12)

(1)

(2)

(3)

We recommend that 30 CFR Part 11 be amended to permit the approval of
respirators equipped with suits.

REDUCE SERVICE LIFE OF CANISTERS FOR GAS MASKS DESIGNED FOR PROTECTION AGAINST
MORE THAN ONE TYPE OF GAS OR VAPOR.

We recommend that Tables 5, 6 and 7 of Section 11.102-5 of Subpart I of 30
CFR 11 be amended to state that where a gas mask is designed to protect persons
against more than one type of vapor or gas, such as organic vapors and acidic
gases, then the minimum vapor or gas service life of the canister shall be one-
half of the listed value for each type vapor or gas.

PERFORMANCE TESTING OF POWERED ATR PURIFYING RESPIRATORS.

We recommend that 30 CFR Part 11 be amended to state: "When testing the
performance of a powered air purifying respirator, the respirator shall be
operated in the test atmosphere at its normal air flow which shall never be
less than 115 liters per minute during the test period when the device is
equipped with a tight-fitting respiratory inlet covering, and 170 liters per
minute during the test period when the device is equipped with a loose-fitting
respiratory inlet covering. The test period shall be four hours."

MAJOR ISSUES
ADMINISTRATIVE

PERMIT PUBLIC TO REVIEW AND COMMENT ON PROPOSALS TO APPROVE NEW TYPES OF RESPI-
RATORS AND PROPOSED TEST PROCEDURES AND CRITERIA.

We recommend that NIOSH be required to publish as proposed rulemaking in
the Federal Register and thus provide adequate time for the public to review
and comment on any of the following: (1) Proposed test procedures and criteria
for use in approving new types of respirators; (2) Proposed test procedures and
criteria for use in approving respirators against air contaminants other than
those listed in 30 CFR Part 11; and (3) Any significant changes in existing test
procedures and criteria.

APPEALS PROCEDURE,

We recommend that 30 CFR Part 11 be amended to include a procedure by which
an applicant may appeal the withdrawal or rejection of an approval. A suggested
procedure has previously been submitted by ISEA to the Deputy Director of NIOSH
and to the NIOSH Sclicitor's office.

SI UNITS

We recommend that SI units be used for all values throughout 30 CFR Part 11.













































































































