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On August 27, 1987, NIOSH proposed new respirator
certification regulations to replace the current regulations
contained in 30 CFR Part 11l. 52 Fed. Reg. 32402 et seq.. While
we do not object in principle to the creation of new certif-
ication standards, there are numerous fundamental shortcomings
both in the content and procedures used to promulgate the
standard which mandates its revocation. Consequently, we seek to
have the proposed regulations withdrawn until the legal and
technical errors are corrected.

Primarily, the legal transgressions emanating from the
promulgation of the new certification regulations are three-
fold: (1) the failure to provide adequate notice and opportunity
to comment on the details of the proposed rule as required by the
Administrative Procedure Act and the Due Process Clause; (2) the
failure to engage in a regulatory flexibility analysis as re-
quired under 5 U.S.C. §603; and (3) the failure to comply with

the Federal Paperwork Reduction Act of 1980.

I. FAILURE TO PROVIDE ADEQUATE NOTICE

The most fundamental legal error arising from the prom-
ulgation of the proposed regulations is the failure to provide
interested parties with adequate notice of the proposed
regulations. Guaranteed by both the Administrative Procedure Act
and The Due Process Clause, this failure cannot withstand

judicial scrutiny. Western & Oil Gas Association v.

Environmental Protection Agency, 633 F.2d 803 (9th Cir. 1980)
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(failure to comply with Administrative Procedure Act requirements
of prior notice and comments will invalidate agency's rules and

regulations); Crown Zellerbach Corporation v. Marshall, 441 F.

Supp. 1110 (D.Cal. 1977) (rules adopted in violation of notice
and hearing procedures may be invalidated). Further, the absence
of effective notice nullifies - other due process guarantees, such
as the right to present meaningful comments.

The Administrative Procedure Act mandates that for all
rulemaking actions, interested parties must be given notice of
the proposed rule, consisting of "either the terms or substance
of the proposed rule, or a description of the subjects involved",
and an opportunity to comment on the merits of the rule.

5 U.S.C. §553(b)-(c). The goals sought to be achieved through
imposition of notice and comment procedures are twofold:
Providing the agency with an opportunity to benefit from the
experience and input of parties who file comments, and insuring
that the agency maintains a flexible and open-minded attitude

towards its own rules. National Tour Brokers Association v.

United States, 591 F.2d 896 (D.C. Cir. 1978) (purpose of notice

and comment requirement is to allow public participation in the
promulgation of rules which have a substantial impact on those
regulated).

There are no fixed guidelines to measure the adequacy
of notice and comment opportunities provided by an agency. Under
the Due Process Clause, however, these procedures must meet

minimum standards of fundamental fairness. Lassiter v.




Department of Social Service of Durham County, N.C., 452 U.S. 18

(1981) (due process expresses requirement of fundamental
fairness). 1In essence, this consists of an opportunity to be

heard at a meaningful time and in a meaningful manner. Royal

Hypewr iter Co,. W N.L.R.B.,. 533 F.2d<1030 (8th Cir. 1976). Thus,

while the specific process may vary from case to case, interested
parties must be given an opportunity to effectively participate
in the promulgation of agency rules and regulations.

The importance of public participation becomes even
more critical when the proposed rules consist of technical data
available only to the agency. In addressing this scenario,
courts have strictly adhered to the view that when a proposed
rule is based on scientific data, the agency should identify the

data and methodology used to obtain it. Metropolitan Hospital,

Enc, V.o Heckiler;™ 762 F.2d" 1561 ‘(11th Cir. 1985); see also Home

BoXtOfEice  Ine. VeaR.€.Cy,; 567 Fr2d 9 (Di€. €lr.;1977)

(information supplied to the public must disclose in detail the
thinking that has animated the form of the proposed rule and the
data upon which it was based).

In the instant matter, interested parties have been
denied the opportunity to review the scientific data relied on by
NIOSH. While providing general notice of the new certification
requirements and basic details on how the regulations will be
implemented, NIOSH fails to provide the degree of detail neces-
sary to effectively comment on many of the proposals. In several

instances, critical details are either entirely absent, or so



ambiguous as to render their value meaningless. Additionally,
NIOSH fails to detail the reasoning underlying many substantial
departures from existing certification procedures.

Perhaps the most prominent area impacted by the de-
fective notice involves the imposition of workplace testing
without a corresponding protocol. 1In a substantial departure
from existing respirator certification, the NIOSH proposal
requires that all respirators be tested under workplace, or
simulated workplace conditions. While this idea may sound good
on paper, its feasibility is unclear at best.

Specifically, the absence of clear guidelines detailing
the requirements of workplace testing makes commentary impos-
sible. This fact becomes patently obvious upon close scrutiny of
many of the NIOSH proposals. For example, the NIOSH proposal
does not specify how many workplaces need to be_included in the
tests nor how many subjects in each workplace need to be
studied. Further, the NIOSH proposals require a manufacturer to
utilize a testing methodology which will gauge respirator effect-
iveness against hazardous substances found in the workplace.
However, the technology does not exist to perform such workplace
testing and if it does, the industry is unaware of it. Despite
this, NIOSH has failed to disclose the methodology it assumes
will work.

NIOSH is also proposing to allow the use of simulated
workplace testing in lieu of workplace testing if good cor-

relations can be established. However, the variables involved in



workplace testing are so large that satisfactory correlations
cannot be developed. In fact, to date no lab tests have
correlated to any workplace. Thus, what is ostensibly an attempt
to relieve the burden of workplace testing is in reality another
area where NIOSH assumes that appropriate technology exists, yet
fails to specify the underlying methodology used to arrive at
that conclusion.

In addition to the complete absence of many critical
details, the NIOSH proposals also contain specific requirements
which are too vague to implement or comment on. This is as
egregious an error as providing no details, and yields the same
result - defective notice nullifying the opportunity to comment.

For example, the proposed regulations mandate that all
major respirator modifications require resubmission and recert-
ifiation by NIOSH. However, the definition of major modification
is so broad that all changes would require recertification. 1In
addition, this proposal does not state what NIOSH will do if the
modification meets the requirements and is approved. Will a new
approval be issued? Will the old approval be modified? It is
simply impossible to comment without knowing NIOSH's intention.

A final area in which defective notice hampers the
ability to comment involves instances wherein the NIOSH proposals
significantly depart from existing certification practices. This
problem is amply demonstrated by the requirement that all res-
pirators be tested under mining conditions. Why mining

conditions? Ninety percent of all respirators in use today are


















