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NEOTERIK HEALTH TECHNOLOG ES, INC.

INFORMAL HEARINGS ON PROPOSED RULEMAKING 42 CFR 84

We are offering these comments as a further contribution to the proposed

rulemaking. We are a small business, located in Maryland. We design, manu-

facture and sell products, including respirators, which need NIOSH certification.

In December, we sent comments in wrting to the NIOSH docket office in

Atlanta. The comments we are making today are in addition to those.

1. We are pleased that NIOSH is proposing to keep its role in a
certification program for respirators. We strongly believe that a more
effective NIOSH certification program wil provide increased protection for
users of respirators. The contribution to worker safety made by NIOSH
personnel like Nancy Bollinger, Chris Coffey and Sam Terry is substantial

and must be recognized and must be allowed to continue.

2. The 42 CFR 84 proposal includes a requirement for so-called "work-
place or simulated workplace test " (para. 84-32) to be performed before

certification is assured.

These tests are therefore a crucial new requirement, a require-

ment which we oppose absolutely!

The reasons for our opposition are:
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(a)

(b)

(c)

(d)

(e)
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This requirement is devestatingly unfair to small
business. One of our respriators can be as good or
better than one produced by a large manufacturer and
yet not be certified because we might be unable to or-
ganize a field test. Clearly, giants of the industry
like 3M and MSA can wield enormous commercial influence
and are far more likely to receive willing cooperation
from user companies than we are. This is a built-in

bias against small business.

Certain large companies will be able to perform field
tests within their own company or within their own

conglomerate.

Certain large companies will be able to perform field
tests within the locations of their current major cus-
tomers. There will be an opportunity to offer commer-
cial benefits to these customers and so the results,
including subjective comments, may be influenced to

be favorable and to gain certification. This is a built-

in bias against small companies.

Certain large companies will perform their own sample
analysis or use laboratories within their own organiza-

tions. This is a built-in bias against small companies.

The field test protocols are not included for comment.
How can a crucial, new test be considered by us if the
test procedure itself is not available until the time

of final rulemaking. We must oppose a requirement which
is, in the words of the rulemakers, '"the most significant
of the new requirements", when we do not understand the
procedures. These procedures will directly effect our
ability to stay in business. As a small company, we

must oppose this open-ended approach to certification.
When the procedures are available, we will comment on

them.
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(f) The field test protocols are not known, and so their
cost impacts cannot be determined. However, the new
costs will be biased against small business. The in-
cremental expenses will be more burdensome for us
than for the big companies. The greater the expense,
the more disproportionate the effect, and the greater

the bias against small companies.

(g) The field tests will introduce large elements of vari-
ability, subjectivity and lack of control into the
certification process. In other words, the lucky ones

will get approved.

(h) We must emphasize the very broad significance of this
workplace testing proposal. A small manufacturer will
not be able to meet this requirement. The costs, the
organization, the time, and the complexity will be
too great. If you ever wanted a regulation biased
overwhelmingly against small business, this is it.

If you ever wanted a regulation certain to drive
small business out of an industry, this is it. If you
ever wanted a regulation to stifle innovation, this is

ko

And for what? Why does NIOSH propose this, and I quote,
"most significant of the new requirements?" Where is
the list of failures attributed to the lack of this re-
quirement in the present NIOSH program? What were the
causes of these failures, if they exist? Is it really
difficult to devise controlled laboratory tests to
search for these causes? Why burden the industry, and
single out and punish the small manufacturers, in order
to introduce an approval technique which has no docu-
mented success, no documented procedures, no obvious
role to play, and no track record proving it can dis-
tinguish good respirators from bad ones.

This requirement will result in much more expensive
respirators, less competition among manufacturers,

less innovation in design and less protection for

wearers.



(i) We would like to introduce at this point a set of
documents, marked "Neoterik Exhibit A." As I am
sure you know, the major European nations have now
completed a multi-national project to produce a
single European standard for respirators. This new
CEN standard has been prepared by the CEN/TC 79/SG3
working group. We are entering these documents into

the record for your review.

List of European Countries in the Program wich produced

the multi-national standard for respirators:

Austria
Belgium
Denmark
Finland
Greece
Holland
Ireland
Italy
Norway
Portugal
Spain
Sweden
United KIngdom

West Germany



Particularly, please consider how the CEN program
deals with the question of practical performance

tests. We refer, as an example only, to the document
N-168, Respiratory Protective Devices, Full Face Masks;
Section 4 is the requirements section and here 1is

Section 4.5.
"4,5 Practical Performance Test.

"The complete apparatus shall undergo performance
tests under realistic conditions. These general

tests serve the purpose of checking the equipment
for imperfectons that cannot be determined by the

tests described in other parts of this standard."

This requirement, we submit, is essentially the same
requirement as the one NIOSH is attempting to meet by

introducing field testing as part of the approval program.
The European standard continues:

"Where a full face mask is to be used for filtering

devices, testing has to be in accordance with 5.2."
Section 5 contains all the test procedures.
Section 5 states:

"5.,2 Practical Performance Test

"All tests shall be carried out by two subjects at
ambient temperature, and the test temperature and

humidity shall be recorded."
Then, the section lists and defines the following:
"Items to be assessed by wearer"

"Walking Test"

"Work simulation test"



Finally, "where in the opinion of the test station
approval iss not granted because practical performance
tests show the apparatus has imperfections related to
wearer's acceptance the test station shall provide full
details of those parts of the practical performance tests

which revealed these imperfections."”

Summarizing, the CEN standard has been able to include
laboratory test procedures for practical performance
testing, and a system for updating these procedures

based on results. These procedures together with other
tests achieve everything that NIOSH claims for its own
field test requirement. At the same time, the CEN standard
does not introduce the bias, costs, variability, and other

undesirable consequences of the NIOSH proposal.

It goes without saying that the professionals who

drafted 42 CFR 84 must be fully aware of what their counter-
parts in Western Europe are proposing. At least, we

hope it goes without saying. It would be strange if in
revising standards of such importance there was no

seeking of input from the people in Europe who were doing

the same thing. Therefore, NIOSH must have reasons for
not adopting the CEN approach. What are these reasons?

We submit the CEN "Practical Performance Tests"

as a replacement for the NIOSH "Workplace Testing"
requirement. CEN tests do exist for all types of
respirators, but of course test details may need to
be altered. However, '"Practical Performance Tests"
are the best way to satisfy this particular need,
and field testing complications and protocols must

be ruled inapplicable to the product certification

program.
























































































































































































































































































































































































































































































































