. U. S. Department of Labor Mine Safety and Health Administration
4015 Wilson Boulevard

Arlington, Virginia 22203

18 DEC 1987

Dr. J. Donald Millar

Director

National Institute for
Occupational Safety and Health

1600 Clifton Road, N.E.

Atlanta, Georgia 30333

Dear Dr. Millar:

In response to the notice published in the Federal Register (52
FR 32401) on August 27, 1987, proposing a "Revlision of Tests and
Requirements for Certification of Permissibility of Respiratory
Protective Devices used in Mines and Mining"™ (42 CFR part 84),
the attached comments are submitted by the Occupational Safety
and Health Administration (OSHA) and the Mine Safety and Health
Administration (MSHA).

The comments represent serious concerns which OSHA and MSHA share
regarding key provisions of the proposed regulation which are
perceived to have potentially adverse effects on the regulatory
programs of the two agencies and, in some cases, on the health of
workers affected. Therefore, we will appreciate your giving the
issues raised your most serious consideration.

Since ely,

[/sz /éQ

David C. O'Neal
Deputy Assistant Secretary for
Mine Safety and Health
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Comments from the Department of Labor

on the proposed NIOSH 42 CFR Part 84

The proposed regulation for certification of respirators represents a
serious effort to approach a very difficult problem. However, we
believe that the proposal in its present form presents difficulties
which would make the program difficult to carry out and to coordinate
with regulatory actions likely to be taken by OSHA and MSHA. Our
primary comment involves the proposed actual workplace testing. MSHA
and OSHA do not believe that there is sufficient evidence that
workplace testing is repeatable and reliable. The methodology
involved in workplace testing is currently in the research stage, and
therefore is not appropriate for regulatory action. It is the
opinion of OSHA and MSHA that simulated workplace testing conducted
under laboratory conditions is more appropriate. The second major
comment is that respirator use limitations are not appropriate for
this proposal. Limitations on the use of respirators should be
addressed by OSHA or MSHA regulation since other activities such as
training, fit testing, and the overall respiratory protection program
affect the protection offered by respirators. Therefore items such
as protection factors and respirator use limitations should be
determined as part of a comprehensive requlation promulgated by MSHA
or OSHA. The third major comment is that certification of
respiratory protection devices should not be limited to mining and

mine environments, but should include general industry as well.



§84.31

§84.32

§84.33

Guidelines for workplace or simulated workplace testing

Workplace or simulated workplace testing by applicant;
certification of minimum performance level.

Workplace or simulated workplace testing by applicant;
certification of higher performance level.

These three paragraphs present the most serious difficulty with the

proposal in our judgment. We will first describe the problems with

the three paragraphs and will then present a suggestion for

restructuring the proposal to overcome these problems.

The problems inherent in the proposed general guidelines can be

summarized as follows:

a)

b)

There presently exists no satisfactory validated protocol
for workplace testing which could be widely applied.
According to the proposal, either testing in one workplace
would certify a respirator for all workplaces or,
alternatively, testing would need to be done in every type
of workplace. The proposal does not state which it

requires, but neither situation could be made workable.

The following remarks will amplify these points:

The preamble to the NPRM says that model workplace testing protocols

would be too voluminous for publishing in the Federal Register. They

would be developed and given to the respirator manufacturers later as

non-mandatory guidelines. 1t has been the experience of both OSHA

and MSHA that a protocol which is not mandatory is unenforceable.

.



The manufacturers won't know what is required of them, and it is
unreasonable to expect them to second quess NIOSH on the criteria for
workplace testing. There must be a clear, universally applicable

statement as to what is acceptable and what is not.

NIOSH must specify detailed unambiguous test protocols for each type
of device so that all respirators are tested undér the same
conditions. However, workplace testing studies done to date show
that it 1s very difficult to perform valid workplace tests. Nobody,
including NIOSH, has yet developed a workplace protocol that doesn't
produce results with wide variations. Moreover, the proposal gives
equal credence to workplace testing and to simulated workplace
testing, even though there are vast inconsistencies between the
results of such studies. NIOSH proposes to supply a workplace test
protocol at a later time. However, in the time suggested it would be
impossible to adequately validate such a protocol and even then,

there will have been no opportunity for public comment on it.

The results of workplace testing are dependent on the specific
contaminant present, particle size, concentration, and on the working
conditions in the workplace and workload performed during testing.
The environmental conditions during testing can also affect test
results. These variables must be controlled so that comparable test

results can be obtained.



Moreover, 1t is not clear in the workplace testing requirements how
the results of the workplace testing would be used. There are two
possible interpretations:

(a) certification of a particular respirator for all workplaces
and all contaminants is based on the workplace conditions
and the contaminant levels found in one workplace, or

(b) testing is to be performed on every type respirator in every

kind of workplace and for every level of contaminant for

which it would be certified.
The first interpretation is clearly inappropriate because it would
permit grossly inadequate protection in many circumstances. The
second is also inappropriate since it would be impossible to test
every respirator in every environment in which it would be used.
Therefore the entire concept of workplace testing as described in the

proposal seems unworkable.

The Department of Labor does believe that continued research
involving workplace testing is extremely important because it can
both provide vital information on the overall profile of respirator
effectiveness and can occupy a useful developmental role in the
generating of new fit test methods and new respirators. We strongly
encourage NIOSH to continue with its program for these reasons.
However, we do not believe that the certification program is the

place to utilize it.



With respect to the paragraphs on certification of performance level,
we believe that the purpose of respirator certification should be to
assure users that the respirator is well made, reasonably reliable
and has been shown under certain test conditions to achieve a certain
level of performance. However, certification can not guarantee that
the respirator will always achieve that performance level. To assign
a protection factor to it on the basis of certificationltesting could

imply to a user that it can.

With these considerations in mind, we recommend that NIOSH modify its

proposal as follows:

4

§ e Certification should be based on a simulated workplace test
in an environmental chamber that can be performed by the manufacturer
at his own establishment. It is our firm conviction that a
certification program must be based on consistency and
reproducibility and that the only way these can be achieved is
through a well-defined set of tests that are applied exactly the same
way to every respirator candidate of the same type. It should be a
completely controlled test and should be performed under a detailed
protocol supplied by NIOSH and made mandatory in the standard. The
protocol should specify instrumental parameters, environmental
conditions, activities to be performed by the subjects and whatever
other elements are necessary to provide for reliability and

repeatability.



25 To earn certification a minimal level of performance must be
demonstrated in terms of penetration. The purpose of the
certification test is to show that the respirator has been able to
achieve at least that performance level and the certification should
say that. No protection factor should be assigned as such because
the assignment of a protection factor can only be part of an overall
respiratory prétection program. To avoid confusion of intent, the
term "protection factor" should not be used. The certification
documentation should state only that NIOSH certifies that the
respirator has allowed no more than a certain penetration in
controlled testing and that it is manufactured under an acceptable

level of quality control.

Protection factors, as such, should be prescribed by the regulatory
agencies which write standards for respirator use. However, the
assignment of such protection factors by the regulatory agencies must
always take into account the work that NIOSH has done and is doing
and the resulting recommendations, such as in the NIOSH Decision

Logic.,

In light of the OSHA and MSHA comments on protection factors, the
proposed section on certification of higher performance levels should
become irrelevant. The proposed respirator certification standard
should not be determining any protection factors, including higher
performance levels, since protection factors are affected by other

factors besides penetration levels. The present provision is
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