' ' 84-046
MOLDEX 4671 CULVER CITY. 3, TELEPHONE s JELEX

METRIC, LEAHY CALIFORNIA 213 65-
INC. STREET 90230 870-9121 3502

RECEIVED
[987DEC 24 AM1: QS

23, December 1987

NIOSH Docket Office
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Atlanta, GA 30333

Dear Docket Officer:

Moldex-Metric Inc, a respirator manufacturer, has reviewed the
proposed NIOSH u42CFR84. We wish to go on record in noting

that we feel the proposed document has major technical flaws

which must be rectified before the final version is put into effect.

We believe that the proposed rule would be detrimental to all

the respirator manufacturing industry and to the public. Additionally,
the cost of implementing the changes as written would be prohibitive
to the manufacturers and ultimately the end-users.

Enclosed please find a section by section analysis of the standard
made by us and other manufacturers. We submit these comments
to the record.

We respectfully recommend that NIOSH withdraw this document
and that they substantially revise it with the help of researchers,
manufacturers, end-users, and other experts.

incerely,

Mark Magidso
President

MM/jem




Introduction

On August 27, 1987, NIOSH published proposed new respirator
certification requlations (42 CFR Part 84) to replace the existing
regulations presently contained in 30 CFR Part 11. 52 Fed. Reg.
32402 et seq. Thereafter, on October 8, 1987, NIOSH extended the
comment period on its proposal to December 28, 1987 and announced
"informal public meetings: to be held in January, 1988 with respect
to the proposal. 52 Fed. Reg. 37639-37640. This document sets forth
the position of Industrial Safety Equipment Association (ISEA), a
respirator manufacturers association, with respect to the proposed

new regulations,

Procedural Defects

Before turning to a point-by-point discussion of the proposed
respirator certification regulations, ISEA feels compelled to renew
its request that the proposed regulations be withdrawn completely
because of procedural defects. See letters dated September 8, 1987
and November 2, 1987 from 3M Associate Counsel Nelson E. Schmidt to
John Moran and Nelson Leidel, respectively and letter dated September
21, 1987 from ISEA Counsel Paul A. Koches to John Moran. The most
important of these defects relates to the imposition of workplace
test requirements, and specific protocols for performing those tests,
without publishing the proposed protocols for review and public
comment.ij

- -

/ A related problem arises from NIOSH's proposal of grov1s1ons
which are often exceedingly vague (e.g., proposed S 84.32 2))
(Footnote continued on following page)



Specifically, NIOSH itself acknowledges that workplace testing is

“[t]he most significant of the new requirements," and it indicates
that is in the process of developing specific protocols which will
"establish the criteria for the conduct of the tests." 52 Fed. Reg.
at 32402. However, NIOSH has not published those protocols for
review and comment, and it apparently has no intention of doing so
because it states that the protocols would be “too voluminous to
include in the Federal Register" and will be made available "at the

time of final rulemaking." 52 Fed. Reg. at 32403.

In essence, then, NIOSH is proposing substantive requirements
regarding the nature of workplace testing without even identifying
those requirements, much less subjecting them to the public scrutiny
and comment necessary for informed decision-making. This failure

obviously runs afoul of the Administrative Procedure Act, which

(Footnote continued from preceding page)

or without an explanation of the reasons for the proposal. For
example, the requirement that a sample of only three or Six
filter tests be utilized creates a significant problem for
respirator manufacturers (see discussion below), but there is no
indication why NIOSH believed that a limitation on the number of
tests was advisable. Only if NIOSH identifies the concerns that
underlie its proposal can the public address those concerns in
any meaningful way. See, e.g., Connecticut Light and Power Co.
v. Nuclear Regulatory Comm'n, 673 F.2d 525, 530 (D.C. Cir. 1982)
("1f the notice of proposed rule-making fails to provide an
accurate picture of the reasoning that has lTed the agency to the
proposed rule, interested parties will not be able to comment
meaningfully upon the agency's proposals. As a result, the
agency may operate with a one-sided or mistaken picture of the
issues at stake in a rule-making.").
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mandates that notice of a proposed rule include “either the terms or

substance of the proposed rule or a description of the subjects and
issues involved." 5 U.S.C. § 553(b)(3). The purpose of this notice
requirement is to assure that interested parties are afforded an
opportunity to offer informed comment and analysis (e.g., Ethyl Corp.

v. Environmental Protection Agency, 541 F.2d 1, 48 (D.C. Cir. 1976)),

and agencies must be especially cognizant of.that purpose when
proposing, or basing proposals on, technical data or analysis that is
quintessentially amenable to expert analysis and evaluation. See

Lloyd Noland Hospital & Clinic v. Heckler, 762 F.2d 1561, 1565 (11th

Cir. 1985). Indeed, as the D.C. Circuit observed in Connecticut

Light and Power Co. v. Nuclear Regulatory Comm'n, supra, 673 F.2d at

530-531:

In order to allow for useful criticism, it is especially
important for the agency to identify and make available
technical studies and data that it has employed in reaching
the decisions to propose particular rules. To allow an
agency to play hunt the peanut with technical information ,
hiding or disguising the information that it employs, its
to condone a practice in which the agency treats what
should be a genuine interchange as mere bureaucratic sport.
An agency commits serious procedural error when it fails to
reveal portions of the technical basis for a proposed rule
in time to allow for meaningful commentary (footnote
omitted).

In sum, it is clear that any final NIOSH rule based on the current
proposal will be procedurally defective and hence will not be able to
withstand judicial review. In these circumstances, the responsible
and wiser course obviously is to withdraw the instant proposal and

defer rulemaking until NIOSH is in a position to publish a full and



proper proposal which will provide ISEA and other interested parties

with a meaningful opportunity to participate in the rulemaking. ISEA

urges NIOSH to follow this course.




Subpart A - General Provisions

84,1 Purpose

NIOSH is proposing to revise the regulations to test and certify
respirators for use in mines and mining only. While the Mine Safety
and Health Act of 1977 requires NIOSH to approve and certify
respirators for mines and mining, the Act does not prevent NIOSH from
approving and certifying respirators for non-mining use. In fact,
NIOSH has in the past addressed the needs of non-mining general
industry for certified respirators. More than 90% of the NIOSH
approved respirators in use today are used in non-mining
applications. Indeed, other regulatory agencies such as EPA, OSHA
and NRC require NIOSH certified respirators for non-mining use. In
many instances the respirator needs of the general industry user
conflict with the respirator needs of the miner. (For example, a
SCBA with harness designed to meet the needs of a fire fighter 1in
mines may not meet the needs of the nuclear industry where
decontamination is a major factor, since the fireproof design would
most likely entail using a somewhat porous material that would trap
radioactive material.) NIOSH should expand the scope of its
respirator certification program to include the vast majority of

respirator users in general industry.

84,2 Certified Respirators

(a) NIOSH is proposing to issue certifications based solely on a




review of manufacturer's test data. This constitutes a drastic
departure from the current certification scheme where NIOSH tests and
verifies that the respiratory equipment submitted for approval meets
all certification requirements prior to issuing the certification.
We believe NIOSH should continue to run all the certification tests
on all equipment prior to issuing any approval. NIOSH testing
ensures that all certified equipment has met the same performance
requirements under the same testing conditions and lends more
credibility and consistency to the program. In addition, if NIOSH
reqularly performs testing of products prior to certification, they
will be in a better position to fulfill their role as a reference

laboratory for correlation purposes.

(b) Expiration Of Manufacturers Certificates And Recertification

(1) NIOSH states the current certifications will expire five years
from the effective date of the final rule. There are currently
thousands of NIOSH/MSHA certified respirators which would require
recertification under the proposed revision. As a consequence, five
years time would not be sufficient for manufacturers to make the
necessary changes to their respirators and for NIOSH to issue
certifications. However, the users of these devices would have their
respirator programs interrupted because of the unavailability of
approved respirators in the interim. We therefore propose that a
minimum of ten years be allowed to recertify current respiratory

products.



(4) under the new proposal, certifications granted after the
effective date of these new regulations will remain in effect for the
time period specified in tﬁe subsequent revision of the performance
requirement applicable to that type or class of respirator., These
proposed changes in the status of respirator certifications; however,
will result in confusion for the end user and impose unnecessary
costs to the manufacturer, which will ultimately be passed on to the

respirator user.

NIOSH must carefully weigh the impact of such changes to future
certification requirements before enacting them. This is especially
important for respirator types that have a long useful life, such as
SCBA. Purchasing this equipment represents a large capital
investment by the employer and making such equipment obsolete for
minor improvements is a disservice to the end user. NIOSH should
consider grandfathering certifications for such equipment until their

useful 1ife is over, as was done in the past.

84.3 Definitions

The "major modification" definition is overly broad and unclear. It
appears that NIOSH's intent, based on the explanation in section
84.60 of the preamble, is that only “major" modifications need
resubmission. The proposed definition for major modifications,
however, includes virtually any modification. Thus, by this
definition, all changes would have to be submitted for approval.

However, in the preamble to section 84.60, this does not appear to be
























































































































































































































