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Dr. Nelson Leidel
Docket Officer

NIOSH Docket Office
Mail Stop E-23

1600 Clifton Road, NE
Atlanta, GA 30333

Dear Dr. Leidel:

Willson Safety Products, a Division of WGM Safety Corp., has been active
in the field of respiratory protective devices for many years. We recognize
the need to provide the end user with the highest level of protective equipment
possible and therefore support any activity to ensure the workers continued
safety. We concur that 30 CFR Part 11 is obsclete and needs updating; however,
the proposed revisions outlined under 42 CFR 84 do not improve the situation,
and in fact, may reduce the actual protection afforded to the workers.

Qur detailed review and comments concering 42 CFR 84 are attached. 1In
general, however, our concerns and objections are summarized as follows:

1) Technically, the proposed revisions are ambiguous, contradictory, and
overly burdensome in both intepretation and execution. Statistically valid
studies to support certain areas of the document have neither been cited nor
published, and leads us to suspect that changes are being made politically and
not scientifically. The proposed revisions will, in effect, eliminate
certification of certain types of existing respirators. Not one shred of
medical evidence has been offered to support the need for this change.

2) Administratively, the proposed revision is a blend of requlatory and
legislative sections which are neither consistent nor unbiased. We believe the
document in itself not only restricts the due process afforded to a
manufacturer, but also is in direct violation of both Executive Order 12291 and
The Freedom of Information Act in various subparts of the proposal. The
proposed revisions would permit biased and inconsistent activities on the part
of NIOSH with little or no regard to the use of scientific methods.

3) Philosophically, 42 CFR 84 allows NIOSH to back out of the main picture and
wash the government's collective hands of responsibility in the non-mining
area. The proposal to remove 30 CFR Part 11 Subchapter B (Reference: Federal
Register, August 27, 1987, pgs. 32313, 32314) states "Both rulemaking
activities will be coordinated to ensure that the level of protection afforded
to miners and other effected workers is maintained at all times during the
development and transition period". 42 CFR Part 84 is for certification of
respirators used only in the mining industry and ignores "other effected
workers".
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In the past NIOSH has approved respirators for which there were no
provisions in the requlation. It is evident that NIOSH approved these devices
with the understanding that the contaminants in question were not found in
mines. Over the years NIOSH has published reports on subjects which pertain to
the non-mining general industry and has been an important force in the safety
of the worker. Their certification branch has insured that only the best
respiratory equipment will be certified. Injury Prevention and Surveillance
has researched and developed protocols ranging from firefighter's helmets to
quantitative fit testing of respirators. The legislative restriction might be
to mining, but NIOSH has shown by their actions their moral commitment to
general industry.

Our position on 42 CFR 84 is as follows:

1) Willson supports the need to update 30 CFR Part 11. The proposed
42 CFR 84 does not, at this time, offer an improvement to the
existing procedures.

2) Willson supports the continuation of NIOSH as the certifying agency
for respiratory devices and does not support any concept of self -
certification or third party certification.

3) Willson recommends that the proposed 42 CFR 84 be retracted, rewritten,
and resubmitted with the appropirate corrections and supporting back-
ground data included.

If there are any questions concerning our position on 42 CFR 84 please let
us know.

Very Truly Yours,

Digector of Operations
]

JPK/kmp
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Comments on the Pruposed 42 CFR Part 84 NI8SH

S

Requlatory Impact Analysis

(1) The proposed rule is incomplete and unclear. It does not include field
test protocols which are one of the major changes in the standard. Because of
this, manufacturers can only estimate the significant costs which will be
incurred. Certification costs are also yet to be determined. The cost for
certification must be stated beforehand.

NIOSH has stated that it will determine whether or not to verify submitted test
results. This is inconsistent and may lead to biased determination. Either
NIOSH should or should not verify test data for all submittals; maybe is
ambiguous.

A proper economic impact analysis has not been performed due to Part 84 being
incomplete. The impact on the economy cannot be established when the effects
on respirator manufacturers are undetermined. Therefore, it cannot be assumed
that the rule will not have an "annual effect on the economy of $100 million or
more."

(2) Due to the necessity of purchasing new test equipment, redesigning
products, recertifying products, and the paperwork involved in such, the cost
of manufacturing a respirator may increase dramatically. Based on the
information in the proposal, the cost for recertifying products will be
significant. This cost increase must be absorbed in some way.

(3) Small respiratory manufacturers may suffer if this proposal becomes
final. The small manufacturers that cannot absorb this cost will no longer be
able to offer certified respirators. This will result in less competition
between manufacturers and a reduced selection for respiratory users.
The person who is required by OSHA requlations (29 CFR Part 1910) to use an
approved respirator will find it difficult to comply. At this time we do not
know what OSHA will require of end users when the revised 1910.134 is
published. The respirators on the market will be approved for use in mines and
tested accordingly. This will result in confusion and inconvenience to the end
user and safety professionals alike.

Subpart A - General Provisions
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8§4.1 Purpose

Reference is made only to certification of respirators for use in mines and
mining. There are no provislons to offer protection to users in, or certity
respirators, for, general industry, construction, and small business. Over 90%
of the respirators in use today are for non-mining use. Willson supports NIOSH
as the government certification agency for all respirators regardless of
industry. NIOSH as part of the Department of Health and Human Services, Public
Health Service, is responsible for the health and welfare of the entire public,
not ony miners. Therefore, in order to protect the health of all workers,
NIOSH must continue to certify respirators as in the past.

The proposal for removal of Subchapter B from 30 CFR Part 11 (reference Federal
Register, August 27, 1987, pgs 32313,4) conveys no implication that future
certifications will be for respirators used only in mines. Reference is made
to MSHA consultation for certification of respirators used in mines. It does
not state that this will be for all respirators. In the last paragraph of
section II, it states "Both rulemaking activities (Removal of 30 CFR Part 11
and enacting 42 CFR Part 84) will be be coordinated to ensure that the level of
protection afforded to miners and other affected workers is maintained at all
times during the development and transition period." It is obvious that this
is not the case. 30 CFR Part 11 Subchapter B is being removed based on the new
requlation (42 CFR Part 84) protecting all workers. 42 CFR Part 84 is only for
certification of respirators used in mines.

84.2 Certified Respirators

(a) Determination of certification by reviewing test reports as opposed to
verifying test results could be biased and not ensure a safe respirator.
Willson supports the testing of all respirators before certification is
granted. Each manufacturer must be evaluated in a consistent manner. Employee
turnover at NIOSH can add to the inconsistency of the expectations during
documentation review.

In addition, it is stated that the respirator is to meet the "requirements set
forth in this part". Many requirements are not included and others are vague
and open for interpretation. There is no provision to ensure consistent
interpretation of the NIOSH requirements from manufacturer to manufacturer.

(b) Without knowing the complete test protocols, it is impossible to determine
if five years is sufficient time for recertification of current respirators.
Willson supports the need for updated certification tests; however, respirators
certified under 30 CFR Part 11 should maintain their certification. There is
no research or medical evidence to support decertifying the respirators
approved under 30 CFR Part 11. If NIOSH has such information to support this
decertification it must be made available for public comment.
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84.3 Definitions

"Major Modification" - as defined in the proposal is vague, unclear and open to
various interpretations. A major modification should be a modification
affecting only fit or performance.

"Respirator" only pertains to respiratory protection worn in mines. This must
be changed to include all respiratory protective devices, regardless of where
worn.

"Simulated Workplace" and "Workplace" refer to mines. This evaluation in a
mining environment is of no value to the worker using a respirator in a non-
mining situation. Willson is opposed to workplace/simulated workplace testing
requirements as part of certification. There are no published protocols or
research to justify workplace testing as part of certification. If evidence
exists supporting the accuracy, reliability, and reproducibility of such
testing, it should be published for review and comment. Effective comment
cannot be made without this information.

Subpart B - Application Procedure
84.11 Required contents for an application to NIOSH for certification

(d) When submitting a new respirator for certification, prototypes
representative of the intended production product should be acceptable.
Requiring the expense of production tooling is unacceptable considering the
possibility exists that the respirator will not be approved due to undefined
test requirements. At this time we do not yet know what all of the test
protocols will entail and NIOSH states that they can require "additional tests"
(Reference 84.30 (d) after the product is accepted for evaluation.

(g) NIOSH has recently reduced the paperwork (letter to respirator
manufacturers, September 15, 1987) requiring parts lists only for components
listed on the approval plate. This requirement is a complete reversal of
current policy.

(i) The actual cost for submittal should be known by the appplicant before-
hand. Small companies could develop a new product and realize after submittal
they can not afford to certify it. An accurate economic impact analysis cannot
be performed when the cost for certification is unknown.

(j) Basic HHS Policy for Protection of Human Research Subject (45 CFR Part 46
Subpart A) is a regulation covering research performed or funded by HHS. This
regulation should not be applied to specific testing which NIOSH is requiring
the industry to perform. If NIOSH is concerned about the impact on workers by
the proposed testing, NIOSH should submit their field test and fit test
protocols to HHS for approval. It is unacceptable for NIOSH to require a type
of testing that HHS may later determine is unsafe to perform.
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Subpart C - Quality Assurance
84.20 Quality Assurance

(a) The term, "critical characteristic" must be clearly defined. As it is,
the term is vague and open to arbitrary interpretation by each individual
manufacturer.

General: Since the proposed ruling appears to be applicable only to the
certification of respirators for use in mines, does that mean that the Quality
Assurance portion of this document must be met for only those respirators sold
to mines?

84.21 Discovery of defect or failure of compliance by manufacturer; notice
requirements

"Produced or assembled" should read "shipped". There is no need for
notification when a product discrepancy is discovered before shipment or before
which time the manufacturer is no longer in control of the product.

(b) There is no justification for reporting to NIOSH product discrepancies
that do not detract from the levels of protection afforded to the user. The
manufacturer's resources would be better spent correcting the problem as
opposed to doing unnecessary paperwork.

"Reasonable time" is vague and left open to interpretation by each
manufacturer.

(c) This notification should be required only when defects detract from the
level of protection afforded to the user.

84.22 Notification by the Manufacturer to NIOSH

(b) Production of occasional non-conforming material is normal to any
manufacturing process. The purpose of implementing quality control plans is to
assure the material is not released for sale and distribution. The sentence
should be modified to read "The total number of respirators distributed, and no
longer in the possession of the manufacturer".

84.25 Determination by NIOSH that a respirator fails to cohply or has a
defect.

(a) (4) and (b) "“Reasonable amount of time" needs to be defined. This
statement is vaque and unclear.























































































