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PROCEEDINGS

My name is Richard M. Duffy. I am the Industrial
Hygienist and Occﬁpational Health and Safety Coordinator for
the International Association of Fire Fiéhters, AFL-CIO, CLC
and I am here this'morning to present to you our concerns and
views associated with the role of the National Institute for
Occupational Safety and Health in the testing and certification
of respiratory proteétive equipmeht. I am accompanied today
by-Bill Hoyle, President of our Washington, D.C. affiliate.
We will both be évailabie to answer questions at the conclusion
of this testimony.

In order for NIOSH, as well as others in attendance here,

to fully understand what the International Association of Fire

Fighters is and what its interests are in the testing and

certification of respiratory protectivé equipment, I will first
offer some brief, preliminary background information about our
organizatién. |

| The International Association of Fire Fighters is an
international union affiliated with the AFL—CIO and the
Canadian Labor Congress. We have been in existence since 1918
hand our offices are located at 1750 New York Avenue, N.W.,
Washington, D.C.

At present we repreéent approximately 180,000 paid pro-
fessional fire service employees in the United States and

Canada. This total membership represents approximately 75%

Hf the paid professional fire fighters in the United States

and approximately 95% in Canada. The membership of the IAFF

ABL ASSOCIATES, Inc.
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works for various employérs including the federal govérnment,
states, counties, municipalities, fire districts, airports,
and industrial manufacturers. While our membership may be
diverse in terms of geographical location, climate, fire
ground tactics, apparatus, and equipment, one thing all our
fire fighters have in common is that they utilize respiratory
rotective'equipment, specifically self-containedlbreathing
apparatus. ‘ _

The IAFF has been deeply involved With:fire fighters
occupational safety and health problems for thé past 25 Yeérs.
We have wo;ked with a number df government agencies on research
and éevelopﬁéh£ ﬁrojécts designed to improve fire fightefs'
personal protective equipment. For example we have worked
with the'Naﬁioﬁal'Aefonautics and Space Administ:ation on a
project designed to incorporate édvancing_"space age" technb-
iogy into the deveiopment of a néw generation of sélf-containea
breathing apparatus. In another project with NASA and the
United States Fire Administration we are continuing work dn
a completé integrated fire fighters protective ensemble. Our
6rganization developed specific standards.under'a National
Bureau of Standards grant for fire fighters personal protecti#e

equipment and we have worked and will continue to work with

various government agencies, such as the Occupational Safety

and Health Administration and NIOSH, and consensus standard
organizations, such as the National Fire Protection Association,
on developing better standards for the protection of fire

fighters' safety and health.

ABL ASSOCIATES, Inc.




Another area which I would like to discuss briefly

is the incidence of IAFF members’ deaths,Einjuries, and
| illnesses. Each year we conduct an annuﬁl Death and Injury
1 ; survey with the cooperation of our affiliates‘and the various
: i
2 fire department administrators. Over thefpast several years
3 this survey has indicated that fire fight?ng is the most
4 hazardous occupation in the United States; Our “latest report
5 indicates that a total of 135 IAFF fire féghters lost their
6 lives in on-the-job accidents or from occ?pational diseases.
7 There were 74 deaths of professional fireEfighters in the
8 line of duty during that year and 61 aeat%s attributed to
9 .|} occupationally induced diseases. Of those fire fighter
10 deaths attributed to occupational disease?, heart disease-is
' ii _ single greatest conﬁributor to death at 7% pefcent ahd-lung
12 - disease is second at 21 percent. These flgures reflect
13 ' recognltlon as an occupatlonal related disease required by
14 the applicable heart and lung statutes. gn"uncounted factor
15 is the number of fire fighter deaths eachﬁyear that occur due
16 to occupatlonally 1nduced diseases that a;e not recognized
17 by statute and not 1ncluded in the total.‘
£8 : The latest survey also indicates that 391 fire fighters
19 were forced to retire or change occupatioﬂs because ef occu- |
‘20 pational diseases. Of tﬁis number,.zso'h%d heart disease,
1 53 respiratory disease, and the remainder?suffered from other
22 ailments. | E
23 During the same year, 46,668 injuéies were sustained
24  |py fire fighters, of which 33,353'injurie% were sustained
25 ! '

s
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of air supply. = ° _ Bl

while at the scene of a fire. Injuries‘sdstained on the
job forced 587 fire fighters to leave the%r departments or
tetire. !

Our statistics also reflect that io percent of the
total ‘injuries were caused by inhalation of toxie geses.
While our survey does not identify the'ca?sal factors
involved in fire fighter fatalit;es, a reéiew of our files
indicate that a large perCentage of IAFF ﬁembership deaths

!
can be contributed to the 1nhalatlon of tox1c gases. Most

in attendance here today have heard of the flre fighter
deaths in Syracuse, New York, Lubbock, Tegas, Los Angeles,
California and most recently Dade County, Florida and

Saskatoon} Saskatchewan, where the use oféself-contained

-breathing apparatus played a role. Theseifire fighter

deaths and many others that have occurredﬁwhile‘utiliiing
SCBA can be attributed to breathing apparetus performance

{¢emand versus positive presSure), deficiéncies in fire

department procedures governing SCBA use (testlng, mainte~-
E

nance and repair}, breathlng apparatus malfunctlon (poor

engineering design or lack of malntenance:and/or repair),
. . [
or entrapment and/or disorientation with Subsequent depletion
{ :

Cd
‘While all fire fighters recognize!the danger of a

collapsing wall, explosion, backdraft, or .

|
K
3

events on a daily ba51s, they must also contend with fire,

smoke, heat, and toxic gases as a regular:condltlon of their

employﬁent. It is therefore, essential that there be suffi-

cient and adequate personal protective eqdipment for the fire.

ABL ASSOCIATES, Inc. f
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fighter to execute each and every hazardoﬁs assignment. 1In
addifion, the fire fighters' SCBA is his iife line during a
fire emergency and each time he enters a ﬁurning structure
he places his life on.its integrity.r '

Because of -the importance of the éCBA's:and the
IAFF-SCBA's,theIAFFhas, in the past, aleéted NIOSH of -
the various problems we have uncovered in?the.field.

Our efforts, as well as those of ﬁIOSH} I'm pleased
t§ say, have especially intensified afteréthe Lubbock,
Texas, incident. We are hopeful that thi; public hearing
results in a program that will benefit'thé users of
_respi:atory equipmentf _7 E‘

To begin our testimony today, I'wéuld like to saf
that the IAFF fuliy concurs with the NIOSﬁ_positiQn where,-
under the Department of Health-and Human éérviCes, NIOSH -
would alone develop a new testiné and ceréificatioh program,
and beébme the sole agency to test aﬁd ceﬁtify respiratdry
protective eguipment. }

To illustrate the strong feeling éf the IAFF on this
position, ﬁhe foliowing fesolution will'bé'sﬁbmitted for
membership vote at our 35th convention this August which
was sponsored by the IAFF executive boards our international
standing committee on occupational safetyéénd health‘and a

number of our affiliates. ' : i

ABL ASSOCIATES, Inc.
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" be it resolved that the %}F support the concept that the

8
It reads, "tlhereas the National,Instittte_for
Occupational Safety and Health is currentlyv revamping
its testing and certification branch, which tests self-
contained breathing apparatus éﬁd other personal protective

equipment to assure that it conforms to government regula-

tions, and whereas some manufactures of personal protective

eQuipment would like to see NIOSH get out of.the certifica-
+tion and testing business so as to allow for certification
by independent labs or self-certification by the manu-
facturers and whereas other government agencies such as

the U.S..Firé Administration have expressed an interest

_ in doing such certification and testing for which they

are not gqualified to perforn, do not have the funding to

perforn or have the credibilityv to perform, therefore,

. National Institute for Oécupational Safety and Health

be the solwxe government agency for the certifidation of
personal protective equipment, inclﬁding seif-éontained
reathing apparatus."-
our rationahefor this position‘includes the
following: number one, while MSHA has played a re;atively
passive role in the NIOSH MSHA certification and testing
program of respirators in thé past, the potential

jurisdictional disputes, bureaucratic entanglement and

duplication of efforts would not benefit the users

ABL ASSOCIATES, Inc.
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if this agency decided to play an active role.

- In addition; the limited'gbﬁé:nnent resourqes
and personnel should be utilized where they would be most
beneficial, and that, we strohgly believe; would be under
a single agency jurisdicti@n.

We are well aware that during tHe qourserof these
hearings, those in-atteﬁdaﬁce'will'hear a number of views
on the advantages:and disadvantaées of NIOSH cértifying
private laboratories for the actual testing_and certifica-

tion of respirators using NIOSH specified performnance

standards.r

We do not believe that this would be a viable

_alternative. First, our members would have less trust.

in the integrity of the product, which ﬁouid Certainly

hamper this international union's efforté in educating

.our work forces -~ our work force's need to don SCBA's

at all fire emergencies.

Secohd, NIOSH expertise and general understanding

of a specific respiratory protective device gained during

‘a certification and testing exercise will be lost. This

loss would hamper-the proposed ‘field auditin§ prograﬂ

and woﬁld inhibit and delay any stop-sales recall pro-

cedure if engineering defects or unapproved changes were

uncovered in the field.

- Third, the consistency of actual testing between

ABL ASSOCIATES, Inc.




oM

.
‘@

IR ¥ L

W 0~ oM

10

11

12

13
14
15
16
17
18
19
20

22

23

24

25

10 .

various certified laboratories would, at best, be mar-
ginal.
Recent experience with NIOSH and different manu-
oo o
factuﬁf have proven that testing performed at different [
locations while following specific criteria have differed.

‘The use of different types of equipment, geographic
location, altitude, test protocol and a number of other
variables may play an important part in the actual testing.

Thus, to remain consisteht, one location should be
utilized for the certification and testing of all manufac-
turers' products. - We also believe that the policing of the
indépendent laboratories and/or the'manufacturers_would 
use up as much resources as in-hbuse testing by NIOSH.

' : fifF, .

The following comments formulate the %FS position e

on:the specific issues outlined in the June 18, 1980,

Federal Register;gerformancestandards. o
r\/‘_——-—_ -

. Most in attendance here are well aware that the

30 CFR part 11 regulations which specify the required

tests we perform in certifying respiratory protection

devices were deﬁeloped by the Bureau of Mines, a government

agency whosé pfincipal concern was for miners.
Unfortunately, whileNIOSmewsestétutory concern

is for all workers now certifiesandutestsrespirétors Ak

only very limited changes have been made to the original

BOM testing requirements.

ABL ASSOCIATES, Inc.



K

o

o

10
11

12
13
14

15

16
17
18
19

20

22
23
24
25

1

In essence, the testing and ce?tification pro-
cedures do not take into account the hostile environment
faced by today's fire fighters.

I-would like to give some specific examples
of the shortcomings of the present schedule‘which ad-

versely affects the performance of the SCBA's used by

firefighters.

First, though, I would like to point out that

- the equipment_manufacturea today is built to satisfy

the NIOSH MSHA requiremeﬁts. The requirements are
Vessentially»the recipe that each manufacture follows for
eacﬁ piece 6f equipment. Because of the present expense
and the p;o;urément practices of federal, state aﬁd local
governments, i.e., competitive bidding for products and

A

services, manufacturers rarely diverge froﬁ the 30 CFR part
il requirements.

Thus, any innovations or éhanges on present
equipment that would enhance the protection of users are

not incorporated.because the expense would place the

product out of the competitive bidding market.

Some examples of the short-comings of the
present SCBA requirements in relatiﬁn to fire fighters'
needs are as'follows: one, in the.present requiremenés,
SCBA's are not regquired to pass either heét or flame

resistant performance tests. A minimum specification for -

ABL ASSOCIATES, Inc.
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| the high -- for the extreme high air temperatures and
radﬂg;:heat loads experienced by fire:fighters on a daily
'Eaeis in some areas must be set.

Testing by Lawrence Livermore Labs haﬁe shown
that present SCBA compeneﬁts will not eithstand meny ofA
these extremes. They have recommended =-- and the_é%?
cencurs == that minimum specifications‘eheuld be set at
or slightly above those temperatu?es aﬁ which man can
sqrv;ve.A|Corr051on and m01seure reeistance should be
addressed in WIOSH criteria.

The effect of corrosion is apparent: failufe
of breathing epparatus or increased breathing resistanCe
to the user which can cause hyperventilation'and injury.

The cau'sezﬁg of corrosion in- fire fighter ,F::CBA
conponents is due\£o the exposure of moisture or water,
high .expansion foams used in certain fire fighting in-
stances and exposure to certain toxic chemicals.

Corrosion is also accelerated by the use of

]

electrochemically dissimilar metals such as copper alloys

and aluminum which are used in some manufacturers regula- .

tors.

ligh relative humidity or direct water contact

may also cause regulator'malfunction and must also be

addressed.
éﬁ Cold temperatures are also a problem for fire

ABL ASSOCIATES, Inc.
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fighters. As specified by most manufacturers today,
JFCBA's are tested and certified at minus 25 degrees }’/’

Farhenheit.

Since the passage or the failure of the tests

is determined during man testing;gs}iﬂhighly ;ubjective -°’/’_
_test, and eqﬁipment would fail if the test subject ex-‘
perienced undue comfort or breéthing resistance.

| Questions regarding this test include whéther.
it is adegquate to ensure prqper'perfo;mance‘of the SCBA
is ﬁotthern locations during the winter monthsrand whether
there is a need for cold sbaking.of thé device prior to

any tests.

4) Thermal shock is also a problem experienced bv e

"fire fighters and may be a cause for equipment malfunction.

Therefore, it should also be addressed.saThere should'be -
performance standards for durébiliﬁy and dependability
of the SCBA which reflects the fire fighters' needs.
G) Face piece size must also be addreéséd. Man— L

ufacturers presently haye only one size face piece which
do not allow proper £it for those who have smaller and slimmer
facial features such as women.

‘ q) More audible and more effective low pressure e
warning devices are needed to belsngified ;n_the teéting
criﬁeria. While preéent alarms are clearly audible in the

station house, they can bareflyrbe heard or differentiated

ABL ASSOCIATES, Inc.
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from others while in a hostile fire environment.

@\ Aside from these specific criteria, the fire
figher also needs cormunication capabilities built into
the SCBA, a buddy~breathing capability that will not
atffect the performance-of‘the device, and the need to

allow interchangeability of air bottles during nutual

14

aid responses 1f,and only 1L they are 1dent1cal)standardlzed "’/

bottles.

The £%F realizes that the first priority of
NIOSH is the development of new testing aﬁd certification
progran However, cdnsiderable research‘has already'béen
conducted in many oF these areas which NIOSH should
utilize so as not to cause any considerable delay in the
upgra&ing of the approval criteria..

Quality\control: The‘i¥F is in agreenent that
NIOSH —- with the NIOSH position that the applicant's
qua;ity control progran should be the applicant's
responsibility. The onus;and liability of such.a program
must rest with the manufacturer. We also aérée with the
need for field auditing of both used and_unused géuipment.

VThe field audi‘% of léused equipmentﬂte' be used

by HIOSH in upgrading the approval criteria and to point

out areas that need careful examination during approval

exercises.

/

/‘

Engineering drawings with dimensional. tolerances:

ABL ASSOCIATES, Inc.
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While there might not be a need for careful NIOSH re-
view and approval of.engineering_drawings; they should
remain part of the approval package so that tﬁey remain
onhand of a design probiem.does ariée that,needs immediate
attention. |

This would avbid the délay in procuring the

information from the manufacturer, and thus afford the

2

user better protection.

Changes to approved devices: While we agree
with the NIOSH position in regards to handling changes

to approved devices because of their . present tax on TCB

- program resources, there is a need for better and specific

definitions for fofn, fit and function.

Also, one guestion tha£‘must be addressed
is would approval ge 'voided if components fron previous;y
aépro?ed devices such as the face mask or the air‘bottles
are-used on the newer models which may be eésentially.similar
but, for éxaﬁple, had engineéring changes within the.
devices regulators.

Witnessing of.approval tests: From our own
experience in seeiﬁg firsthand the bickering that has

accompanied the testing in Morgantown, we certainly

. concur with NIOSH's pbsition.

s

Duration of approval: The IFF agrees that

respiratory devices be submitted for reaoproval every five

ABL ASSOCIATES, Inc.
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vears. We feel that this procedure would give the
user gréater confidence in the utilization of the device,
knowing full well that ﬁhe device has recently passed

approval reguirements.

Unpublished test requiremehts: Ve agree with

the need for the publishing of test;neqﬁirements -~ we

agree with the need for the publiéhing of test require-
ments. We also believe that the test requirements be
verv specific.and clear. This should include the-type

of equipment used, the manufacturer or manufacturers

- 0f test equipment components, the_p:otpcol of the tests,

including how equipmént was calibrated, and the conditions

in which the tests will be performed -- temperature, humidity,

et cetera,

N

This would allow the manfacturers, if thef
wished, to pfocure and utiliée identical eguipment and
procedures as thoée that NIOSH will use during the certificé—'
tion of their producté.r

Approval tests: Wé agree fhat only production
models of respirators, identical to those sold to thé
user, be tested. .The feasons are quite obvious. We believe
that preseht'deviceé that are submitted for approvéi
are carefully éxaminéd_and tested by the applicant's
engineering staff prior to the submission to HIOSH. This

ecuipment may, therefore, be different, for example, in

ABL ASSOCIATES, Inc.
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quality to those that are sold in the open market. The
field auditing would also verify that those devices sub-

mitted for approval are identical to those sold to the

user.

Group testing of reépiratofs: The IFF reserves

Vcomment on the group testing of respirators until such
time that the degignatéd acceftance peridds are defined.
If these accempﬁance periods are spaced so férrapart
in time so as to precludé ot'Qelay new and a@vanced egquipment
fronm reacﬁing the user, we would héve,to take:exception to
this : procedure;

"~ User and maintenanqe ménuals:. Agéin; the néed
for specific user and maintenance ﬁaﬁuéls are oﬁvious.
We would hope ﬁha; there would be'two separate and distinct
nanuals éo that-the users do not performmmaintenahce and
repair on his own eguipment.

The IFF position 1s %hat;only personnel that
have been certified by the maﬁfacturer of governmént
agency be allowed to perform ghese tasks. We would also
hope that there would be'uniformity of the various manu-
facturefs' manuals to avoid any confusion in the field.

NIOSH systems manual: We would agree with the
need: for specific manual that defines the entire operating
procedures of the testing and certification program. Ve

would hope that each part of this manual be worded or, .in the

ABL ASSOCIATES, Inc.
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case of highly technical areas;'summarized'so that the
user can clearly uﬁdefStand the proceedings.

Publishment of test data: The IFF strongly
agrees with the publishing of iest data.. This information

can -- could also be summarized so that the user would

_understand the results. We would certainly agree that

this would make the manufacturers much more responsible

while preparing the approval package, and it would also
give the uset e;specific datetbase to use in deciding
which manufacturer's eguiprent would suit theit.needs.
thile we're sure toat there would be a dis;
agreement by-the manufacturete on thie issue;-itushoula
be stated that much of‘thie information-is presently
available under the Freedom of Informatlon Act.

In summary. the IFF supports the program that
NIOSH is plannlng to develop, and we certalnly hope there
is a linited delay. We will be avallable for any assistance
that NIOSH may need during the development and 1nplementa—
tion of this program.

We certalnly hope thlS program will eventually
allow the user to have confldence in therﬂIOQH approval
label. Their life depends on 1t. Thank you.

DR, MAY: Thank you, Rich. Does'anyone have
apy questions of Mr. Duffy or comments or -- Bill; from the

D.C. Fire Department? You're not going to let him get

ABL ASSOCIATES, Inc!
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- off that easy?

Incorporated. Roger?

Okay. Thank you very much, Rich. The next

speaker on the program is Roger J. Amorosi, president-elect,r

of the American Council of Independent Laboratories,

MR, AMOROSI: Good morning. I appreciate
this pleasure in making this presentatioh. My name is

Roger J. Amorosi, president of,Amorosi Associates of

~ Alexandria, Virginia. I am testifying today in my

capacity as preéident-elect of the American Council of
Indépgndent Laborétories,'bettef Known as ACIL.

. ;'-ACIL'eétabiished in 1937;;It is a préfessional
associétion.qf independent engineering and séientific

N

laboratories. Its membership includes leading testing,

materials engineering, research, development and inspec-

tion firms in the United States,

An independent labofatory,'as defined by

ACIL, is a tax—payihg corporation or proprietership

unaffiliated with any private manufactuﬁing or other 1
company,-govérnﬁeﬁt institution or academic inétifution
in any manner'which might affectrits.ability, cépability
to conduct investigations; reports, or give professional
counsel objectively and withoﬁ£ bias.

EAch laboratéry'has special fields of exper-
ience andéxpertise. These include sampling, inspegtionh

ABL ASSOCIATES, Inc.
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physical or nondestructive testing and chemical analysis
or microbiological testing of faw, intermediate and
finished materials and produdts.

The guality control of materials composition

and product performance, the professional consultation

in various fields of scientifiec technology -- I will,

at the end, provide this directory as evidence of our

presentation.

On the matter of issue, the restructuring

of the NIOSH testing and certification program, ACIL::

_strongly recormends that alternative' three in the Tune 13,

1580, notice be adopted and private sector resources be

used to the maximum feasible extent in the future operation

©0f the NIOSH progran.

?his ap§roach is mandated by the requiremgnts
of thé.Office of Management and Eudget =-- OMB ciréular
A-76 entitled, "Policies for Acguiring Commercial or
Industrial Products and Services.for Government Use.f '
Pubiishgd in the Federal Register on April 5, 1979,
pagés'205, 5,.6, 7.

The policy circulaf, "Reaffirms the governnment's
general policy on reliance on the private sector for.
goods and services while récognizing that governmental
functions must be performed by government personnel,

and that proper attention nmust be given to relative cost.”

ABL ASSOCIATES, Inc.
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Testing and certification are not inherently
governmental functions. And the ﬁumber of federal
agencies such‘as HUD and the Coast Guard presently rely'
on the private sector ﬁo implement certain of their testing
and certificatiﬁn programs.

Additionally,‘under‘the new A-76 coét compaiison
procedures, we believe that it is demonstrable that it
could be more ecbnomical for NIOSH to éu:chase these
services from thé private sectof; General analy£ical
data in suppoft of this conclﬁsionrhas'recently been
éompiiéd;in a special study prepared for the National
Federaiion of Indepéndent Busiﬁess.

This report eptitled "Tax Reductién wi thout

Sacrifiqef Private Sector Production of Public Sector

AN

Services" demonstrétes the efficiency and cost effectiveness
of governmenﬁal pﬁrchase of'serVices froﬁ.the private sec-
tor. | |

I will also put as evidence the circular A-76
and also thé papér I just referred to, "Tax-Reduction
without Sacrifice, PrivateVSector Production.of Public
Services."

In the time that remains,rI want to discuss
in surmary fashion how and where NIOSH might locate
within the privéte sectof‘the full range of services

needed for an effective testing and certification program.

ABL ASSOCIATES, Inc.
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First, a signif;cqnt.capacity exists in the
private independent laboratory_cdmmunity to providg
needed festingrand certificatigﬁ services for personnel
protective devices'includipg réspirators. |

As an example of the private sector's capa-
‘bilities, I would like to submit for the reéora.a copy
of ACIL's 1980 directory of member firms;'and the scope
of their activities. This listing represents, of course,
énly'part‘of the totai.numbé; 6f private independent:
firmsrquélified to serve the nééds NIOSH ha% identified.

| Despite the referen;é on page 26 of the congul-
tant's rep@ft to liability coﬁéiderations as-deterring
private laboratéries from assiSting NIOSH, ACIL is

N

satisfied that qualified laboratories are available for

this_purpose;

| Further, once NIOSH determines that it is -
appropriate'and advisable to réiy'on qualified private
laboratories to‘underﬁake néedgd testiﬁg and certification
services, the OSHA part 1907 procedure,'wﬁich was
referred to a number of-times yesterday, to accredit
laboratories forAthis purpose, shhuld.be utilized.

We understand that 6SHA is in a position

to implement-its-accréditation procedure in the near
future.

In this connection, we urge that the language

ABL ASSOCIATES, Inc.
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- through years of direct involvement on technical committees

Institute, ANSI.

explore'ﬁhe possibility of a certification program

23
used by NIOSH and its consultants be clarified. ACIL

suggests laboratories be accredited, not certified, and

products be certified.

The general terminology, at least private

»
s

sector, refer to laboratory accreditation and product

‘certification.

Proper standards are also an important element

in a testing and certification program. ACIL members

of privgte sector Srandards orgapizations have déveloped
an understanding of_the iﬁ?ortant rqié performed by -
organizations;éubh as American S;éréty for Testing and
Materials, ASTM, and the'Ameriran ﬁational Standards

We'suggest that éréénizations such as ASTMi
and ANSI be effectively atilized in thé standards
development part of this NIOSH ?rbéram} The safety
equipment industry might also contribute to a successful
program for testing and certification of respirators and-
other personal protgctive.equipment.

The Industrial Safety Equipment Association
~— ISEA -- ﬁade the presentatron vesterday as a priﬁary

spokesman for that industry. We recommend that NIOSH

sponsored by ISEA which relies on gualified third-party
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laboratories.

I thank vou for the opportunity to present
these bfief remarks.on'behalf of ACIL todav. Once we have
had the opportunity to review fheful; record of these
hearings, ACIL expects to.submit on or before your

rindicated deadl@ne date of Augﬁst 29,more detailed and

comprehensive written comments on the issues raised by

WIOSH.
| DR. MAY: Thank you, Roger. Are there any
’questions? Rich? . |

PARiICIPAHTSér Do you know how man? independent
labé today have‘the-capability; iﬁcluding equipmenﬁ,
résources,.etcetefa, to conduct ‘testing and cerEificatiOn':
o reépirétors?

MR, gMdﬁOSI} 'ACIL initiatéd a review and we
do.not have c&mplete numbers. All I cén say at this time,
that there are a few. We will:sﬁbmitthis giving names,
addré;ses,'and other'pertinent?information with our final
presentation. -

' I can name a coﬁple:of them, but I'd rather not
indicate any until we have the complete list, but we will
supply that.

PARTICIPANT} Okay, and do vou know or could
you supply the fecord the approximate or estimated ¢osts
of apprdving and CertiEYing a particular respiratbry
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protective device such as an SCBA and its approval package?

MR. AMOROSI: I don't -- you're saying what
are the testing costs? i don't have these figures, but
if ﬁhis would be helpful, I could obtain this from some
of the labs and submit it -- at least as an average

‘figure.-

. PARTICIPANf: Thank you.

MR, SHUTES: I'm Bob Shutes from NIOSH. I
believe you indicated that there is expe}tisé-in private
laboratories which would be of help to'NIOSH in develop-
ments of performance criteria for respirators. Is. there
some way this'expertise could be idenﬁified?_

MR. AMOROSI: Well, as : understand, this

is essentially the same question that was just asked.

We have here the ACIL directory, which includes 240 lab-

oratories.

Howeveyr, this does not --= as:I indicated in
my presentation -- this does not include all independeﬁt
laboratories. ACIL has offeréd to review its own
laﬁoratories and to solicit information from non-ACIL
laboratories to determine how many and‘5pecifically to
provide this information ﬁo'havg the capability on
respirators, and we would alsé.do.it if it's appropriate
on other persocnal protective devices.

But I cannot provide -- I can give sone names,
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but I'd prefer not to at this point because I don't

have the full list.

MR. SHUTES: Would you look for both testing
and criteria development capability? Thank you.
~MR. AMOROSI: I know that there are a number

of laboratories that have also been involved in research

work similar to that required for these particular devices,

sowe will alsoc indicate that information.
M2, POWERS: Jim Powers, Portable Air Supply;
‘I notice that IFCA and yourself both recommended using

the OSHA accreditation program. I'm a little curious why

the people from NIOSH haven't given some talk on the sub-

Ject of the fact that they spent 2—1?2 vears headed up by

Jim Cavender on a laboratory‘agcreditation progran of

AN

their own, which was bound to have had some results, and
I believe thét there is a criteria‘doqﬁmént available
on the subject.
| So I wonder if we could get some commént on
what NIOSH has-found in their own prﬁgram.
DR. MAY: I'll refer tﬁat one to Dr. Ruc#lés.

.DR. RUCKLES: Well, we've obviously had a num-

ber of discussions with the OSHA staff, particiilarly

in the directorate of safety standards. And it is our --
it was our belief -- this was about a vear ago -- that
we should pursue the testing and certification program

ABL ASSOCIATES, Inc.
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within NIOSH. Humber one, it was established. Numﬁer
two, OSHA was in no position at that time to initiate their
creditation program. Aand evep though three -- even though
OSHA at that time was talking about personal protective
devices such ag safety nets, 1£felines, even head pro-
tection deviées, this type,‘they had shown or indicated
to me that they had no r§ason to initiate a new program

in partibularly the respirator protective area.

So with that background, NIOSH proceeded. and

continued to carry out the program which was underway . ‘

at that time.

I don't know if vou have another -~ a further

- guestion on that or if that's --

DR. MAY: Go ahead, Jim, .do vou have a ques-—
tion?
‘Okay,‘I'vehasked Roger if he-would ver?
briefly explain to the group and pu; onrthe reco;d any
chagges that OSHA is making in their-labdratory accredita=-
tion fegulation and briefly comment on how é program would

work under OSHA system.

MR. AMOROSI: I think perhaps now I put on a

‘hat where I'm deeply involved in AALA —-- The American

Association for Laboratory Accreditation.
AALA had completed a contract with OSHA to

extend to elaborate upon the part l907,’1aborat6ry
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accreditation procedures. This contfact worked, which
included the preparation pf laboratory application and
inspector's check list was completed last November. These
docunents are being'reviewed,'and I understand that OSHA
is considering just_how they would implement 1907.

There are a few areas that, becaﬁse ﬁf'comments
they received from some tradé:assbciations ﬁhat-they are
contemplating some.changéé.

These involve personﬁel requirements and thq
definition of independencé. I believe Mr: Wilshire vester-
-day reported that QSHA expects to take some action on
this in September of this yeaf.

How the program operates ié the other.part

of the guestion. The AALA prdgramrwas in two parts.

' The first part involved the accreditation of the laboratories

that would apply in the norﬁal —~= for normal AALA
accreditation by discipline. If the products were
electrical in na;ure, it woitld .be:under the electrical
discipline with deﬁails regarding the particular products.

Now, some of you ﬁay be aware, the requirement
for certification of products by OSHA is covered in |
their ?arts 1910 and 1926, which refer to products and
installations. And-where their standards require that
the product be approved, the interpretation of thié

is that the products are to be certified.
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Back.on the AALA-OSHA program, it would be
in two parts. .One part is the accreditatign of the
labbratorieé.in the particular applicable discipline, be
it electrical or mechanical, and AATA would accrediﬁ
the iaboratories for their technical expertise in perform-
ing the reﬁuired tests of the products to be certified.
Part II, AALA would obtain iﬁformétion fromr
fhe.ménuﬁacturers, probably at the same time that tbey
é:e inspecting the iaboratories for the labofatory

accreditation portion. They would obtain information

~from the laborato:ies relating to their certification

“program.

-

_This would involve thier folloﬁ-up proéedures,
et cetera. This informatidn would be accumulated by
AALA and turned over to OSHA for ﬁheir détermination
as to whether the laboratorieéf proauct certification
were adequatef The determinatibn of the adequacy of
that produqﬁ certification program by the laboratory
Qould be done by OSHA,

In other words,_.in recap -- the two pafts,

one is the accreditation of the testing function of the

_laboratory.by AALA; and part II is the accreditation

of the laboratory for its product certification program

~based upon information obtained by AALA in its inspections

and so_fofth.
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DR. MAY: Thank you, Roger. Did'yéu have a
guestion, Jim?
MR. QPHOLD: Jim Ophold. 'I'a like to pursue,
Roger, just a little bit further some of the details
of your, I guess, proposal with AATA. Oné of the, I
~think used to be a $64 question. I think escalation has
got it up to at least $100 question now,.bﬁt it seems
that the probiem with the outside laboratory accreditation
is who is going to do the research to come up with the

performance criteria?

Did I understand you correctly to say that

~you would get this information from the laborateries in

your system or in a system, and then use the concensus
éype of approach ﬁhat ANSI and ASTM have or are using?

MR. AMOROSI: Are you referring to the perfor-
mance requirements for the products that are being
certified?

MR. OPHOLD: Yes, in other words, the test
that would have to be carried on} have to follow some type
of perforﬁance criteria, and that's exactly what I'm
asking.

MR. AMOROSI: Okay. AALA will not ber—- and
likewise, the NAVLAB program themselves are not involved

in the development of the test reQuirements, the test

_pProtocol or the requirements for the products themselves.
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These are developed by the organization such

as OSHA or NIQOSH. In other wofds, your requireménts could

be applied to the program. This is requirements on the

performance of the product. AALA and NAVLAB developed,
based on other standards, fhe criteria for the accreditation
~of the laboratory, how it performs -~ its organization,
vou know, the level of educgtion and background of the
personnei, the eguipment, the calibration, the laboratory's
guality control, et cetera.

But the actual requirements fbr theproducts

that are being tested, those are establiéhed in the case

- of the OSHA program by OSHA's referenced documents, and

in your case, it would be your own NIOSH documents.

Now, 1if you :efer to ANSI or ASTH standards,
those cou;d be applied. .

MR. OPHOLD: I just haveoneqpestipn. Not
being real familiar with the Ameriean Coungillof Independent
Labbratories, I would like to ask a question, Of all the
-~ I don't know how many membéfs you-have —— how many
of those would vou estiﬁate are independent state-labora—
tories, private laboratories, university 1aboratories, in

that nature?

MR. AMOROST: Thére are 240 laboratories in
ACIL. And in my original presentation, I indicated that

the ACIL definition of independent laboratory -- and if I
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32
may, I'll just repeat it -- is a tax-paying -- an indepen-
dent laboratory is a tax-paying qorporation or proprietership
unaffiliated with anf private manufacturing or other company,
government institution or academic organization in any
manner that would affeét its éapability to conduct

_investigations, feports or give ?rofessional council ob-
jectively and without bias.

In other words, it is a tax-paving -- all
these are tax-paying corporations or proprieterships whiqh _

‘means that none of the'university iaboratories are cévered
in the ACIL.
" Likewise, no governmerit laboratories are in—

Only tax-paying corporations.

" That is the way that ACIL was structured.

MR. OPHOLD: This is Jim Ophold again. I'd
like to go back to the mechanism or the function of the
indépenaent 1aboratories.. Would you see NIOSH being
the evaluator or the audiior of theserindepéqdent labora-
tories?

I guess my basic questioﬁ is, and would have
with anv kind of.a'system, is-who.evaluates the laboratories
-— whether they'?e doing a good joﬁ, a mediocre job or a
poor Jjob? |

MR. AMOROSI: I believe vour proposal ;— iet
me just pull it out -- is that'your proposal 1IX, which
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calls for the utilization of —= now, there the term
was uséd "private laboratories," and I was tempted yester-
day to ask the guestion of some of the speakefs,just what
tﬁeir definition of private was.

Generally, I believe it is referred to as

nongovernment laboratories. However, some of the speakers,

I think, were talking of strictly independeﬂi laboratories.

They could be for profit or nonprofit; and I think they
ware referring to nongovernmept, but independent with no
affiliation with manuféctureré.

Now, private in the true - sense could include
ﬁanufacturers' laboratories, but thai, I don't think --
I dép't-tﬁink that was the intent of the Federal Register'
notice or the consultant!s report.

Now, the second part of your guestion, who

would approve -- I'd like to use the word, if I-méy;

accredit the laboratories that would do the testing.
Now, this could be done -- this could be done bv NIOSH or

NIOSH could hire another organization to do the accrediting

33

of the laboratories, and there are two national organizations

now.

One is AALA -- The American Association for

for Laboratory Accreditation; and thé other is NAVLAB --

‘National Voluntary Laboratory Accreditation Program. Some

of their principal people are here in.the dudience, so I
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couldn't possibly jus£ talk about AALA. I had to bring

- NAVLAB into the picture. Your last speakér is John Locke,

whoAI'm sure is going to go iﬁto mofe details on the
NAVLAB Program.

MR. OPHOLD: Jﬁst one sort of final comment.
It seems to me ﬁhat if NIOSH is expected -~ and I think
there is some agreement to the idea that NIOSH ﬁould be
the research labofatoﬁy to come up with the performance
criteria -— if we have that brain power or think~tank type
o= séientist in our organization;;woﬁld'it not be jﬁst'
one step further to have thatrknowledge extended for
e&aluation of outéidellaboratorie§? 

| MR. AMOROSI: You could. Frankly, I believe
‘that this is a foutinefunctiqn thafit's gquestioned
whether the government should be inrthe picture or not.

'ﬁe‘ve_héd some discussions -- NAVLAB and AALA,
You could do ita You'd have to develop vour own criteria
or use some. There are standards that give the rudiments
how to operate a laboratory;accre&itation program.
These are ASTMA standards developéd by the E—36'committee -
standard E-54D8. So vou do have that criteria.

'And then other criteria that go into the
various disciplines and subdisciplines are aiso being
developed by ASTMJana by a few other organizations.'

| I might justadd one more thing, if I may.

ABL ASSOCIATES, Inc.



S0

11

12
13

14
15

16

17
18
19
20

22
23
24
25

) . | 35

You indicated who, beside NIOSH, could do the éccrediﬁa—
“tion, and-I mentioﬁed AALArand NAVLAB. Ahd, of course,
this falls back onto‘the prog;ém that was developed
by OSHA,:their 1907. So you might - fhat's one.of the
proposed -- that's pért of our proposal here is that if
_you are going to credit laboratories, since OSHA has
gone through this and, of course, theﬁ have had 1907
sitting on the books ready to be implemented for about
‘five or six years. They know what all the comments are,
and I think thatrif you were to start your program; you
aﬁe going to get the same kinds of comments from other
organizatiéns SO I woéuld stronglylrecommend you consider
using the OSHA 1907 for your laboratory accreditation
progran.

ﬁR. WALTERS : VWoody Walters, Minnesota Fire-
fighters, or shall we say the users, part of the users.
I'm getﬁing S0 confused.' I hope there are more people
in the room understanding whaf‘s.going'on, because I
don't.

and it's a lot of the politics or whatever

you want to call of what's going on here. But here

awhile back, another product, lifesaving product came

on the market called smoke detectors. And they've saved
a lot of lives, and when a salesman gets up to give

their pitch about their smoke detectors, on the back
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page it has all the accreditations, X, Y, X and A, B, C,
all the way through down the line.
| One salesman says, "This unit is approved by

ABC, and it;s £he only Unitron-the market that's approved
bv ABC." And thernext salesman comes along and says, "Wéil,
_that may be so, bﬁt ouré is approved by some othef com-
Dany, énd it's the only-one on the market apﬁroved
by them." | |

It's so confusing Qy the éonsumer, by the
person using the product, he don't know whét to buy.
If we have an agency that says, "This se;f-containéd

breathing apparatus is usable, is safe," that's under-

. standable. 7 ' *

But when you get a whole-list of accreditations
that one company does not comply'with-what the other
company is ih their sales pitch, wé don‘£ understand_
all that.

And I think I deﬁinitely would like to go on
the record as saying we would like an approval agency
that can approve it for us, aﬁd only one.

" MR. AﬂOROSI: As far as the government is con-
cerned, there is no central agency that is handling --
and I gaﬁhér yvou're réferring to safetyv labeling of
products réther than performance lébeling., And I should

mention that there are a lot of trade association programs.
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There are some government spoﬁsored programs where they
invblve_ the requirements for the performance of pro-
ducts, and there are others rglating to the.safetyr
labeiing of prodﬁcts.
As I say, there is no one government agency
that is handling-all_of-thié. In the pri&ate sector, I'm
ISure ;hat you're aware éf Underwriéers' Laboratories,
and two of their';epresentatives are in the second row from
the rear. o
‘You'll see on practically all of your eiectri—

cal, fire and many other -- includihg vour smoke detectors,

37

you will find the UL label. Now, UL is a private organiza-. .

~ tion. It is not a government organization, as many have

misunderstood.

UL is a t;uiy independent léboratory. It is a
nonprdduct and t#atlis, I'd.say, probably the only reason
why they are ndt in ACIL.

They are a nonprofit, independent iaboratory.
UL also wr;tes its own standards,_but puts them_throﬁgh
various types of conténsus system,.including passing

most of their standards through ANSI.

*

I think you can rely -- I think an awful lot

'of people rely on the UL label. If vou see other labels,

I would certainly suggeSt that you determine who that

organization is, where they come from, et cetera. I think
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that's about all I can say on ~- we're gettin§ into an
awful lot of deep topics.

-MR. TE?RY: Sam Terrv, HIOSH. Mr. Amorosi,
I think'it's quite important fhat wheP_you do reply back
to the record tha£ you differentiate guite ¢leérly betweéq
‘material aﬁd egquipment capabilities and personnel with
experienced capabilities. Certainly, resumes would
help; experience in personnel'in terms of R&D that's

been done, respirator programs, critiques, standard

- developments, whatever materials you have available that

we could look at.

And it seems to me that certainly today, we = = . .

have a gathering of a large majority of the experts in

the field fight here in the aqditorium.

MR. AMORDSI: .I will be sﬁge and in;lude tﬁis
in_our package; and I might state that these qualifications
for each laboratory, where available -- and I expect that
in 75‘perceht, this informatidn will be in ﬁhé,form of a -
gualification manual. ACIL has been pushing very hard on
its iabpratories to write their qualificatidn manual which
includes in it practically all the information that
is'needed-in‘any of the laboratbry accreditation programs.

“ It gives the history of the laboratory, its

key personnel, who owns it; the background, their brganiza—

tion chart, their internal procedures, how they process
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the product. It lists their major pieces of eﬁuipment,
and how they keep it in calibration, héw they write
reports, et Ceﬁera;

It is a complete document on the laboratory,

and any laboratories that are looking to be accredited

_which_is the cbming thing now.‘rBetter have a qualification
manual} and we will be sure,where aVailable,-to.include
these in our submittal to yoﬁ;-"

- DR. MAY: We.havé time.fof two more questions
or corments.

MR. BOLTON: Paul Bolton, Reynﬁld's Electrical
gnd Ehgineérihg ¢ompaﬂy. Goiﬁg baék to'?be previpus'
topiﬁ fhat‘was being discussed regarding'the appfoval
and teétihg.

It appears ﬁo me. that maybe there is some -
confusion wheré maybe.people.aie viewing appfoval énd
testing as being synonomous. I don't =~- didnft'uhderstand
your recommendation that way. |

I gathered that -you meant;that.th&private
or independént iaboratories would do the testing by
giving performancé‘or test procedures, but approval then.

<

could be grantéd by some other agency. &am I correct in

that understahding?

MR. AMOROSI: You're referring to approval

of the laboratory?
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MR. BOLTON: No, I'm referring to approval of
the device.

MR.,AMOROSI: 0f the device, okay. We-refer
to that as product certificatiﬁn, if I may. In the case
of safety, it's often referred to as safety labeling, but
‘really, safety labeling is product certification.

The independent testingllaboratories can

perform two functions. Some perform only the testing of

£h

v

produc;, issue their reporf.giving details of what
the éource of the pfoduct was, what standard was used,

the test results, and sometimes they indicate thevaccuracy
and repeatability of the tést data;

Thgn thg seécndf function that may-be perforﬁed
by a testing laboratory is that of procduct certificatién
but this mus£ be or should be an industry-wide prograﬁ
where there 1is clearlyldefined what is involved in that
product certification progran ;- how it is sampled, how
it is tested, its initial gqualification and so forth.

Now, there are trédé aséoéiation;product
certification programé that have opérational manuals that
tell you all the details of how that product certification
program'is operated. UL has its own procedures, and they
are clearly-défined,

They; of course; have the license agreement

with the individual manufacturers. Likewise, in an industry

ABL ASSOCIATES, Inc.
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certification program, there is a license agréement with
each of the manfacturers, and those licénse agreemeﬁts,
of course, are identical.

So, yes, we havé two -- we have tesfing and
product approval, if you iike,.and we call the process
of appioving these, the laboratories that are doing that,
we call it laboratory aécrediﬁation for the testing, and
we call it proéu;t certification and you have a product
certification programn. You have touapprové the laboratories
that'are doing that part of‘thé proceés. |

MR. BOLTON: Is it true that if the private

or independent laboratory did do the product certification,

that that certifi @tion would be a single, identifiable

certification under one:iabel, readily identifiable in the
marketrélace then? It would not be the‘same product coming
out with like an ABC product certifiﬁation or an-XYZ cer-
tification, but a single ideﬁtifiabie certification?

MR. AMOROSI: Well, this,would.depend- upon
who structures ﬁhat program and how'they call i£ out.
Iif NIOSH were to cail it out, theY‘would have to indicate
thé manner in which the product is identified. You could
put NIOSH on or something else. UL puts the UL mark on

the product.

There is a program on air conditioners -- AHAM,

Association of Home Appliance Manufacturers -- and AHAM puts
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its mark and identifies the standard to which the product

is being certified, and it also differentiates if they are

only using part of the standard, which portions are applicable

in this certification process.

MR. JACOBSON: Murray Jacobson, MSHA.' It seems
I'ma liﬁtle confused as to the authorities for issuing
avprovals of-ce;tifications. Both OSHA, ﬁSHA and NIOSH
have certain authorities'which come down through their
secretaries that savs they shall certify or certify: that
certaih thinqs are approved.

I haven't séep ﬁhere you cduld delegate the-

statutory reguirements that Congress passes down to private

. concerns. They can do the testing. They can write the

standards for concurrence bv the agency or agencies.. They
can review the reports, but the gquestion of whether |
the authority to delegate from the government sector to
theprivate sector, the aﬁthority=fot certification, that
it meets certaiﬁ standards would have to be a gquestion
that_would have to belanSWered by the lawyers, I'm sure.
But that would be like us going out and hiring
inspectors such as you hire guards -- so-called pélice
guards. By law, we can't do it. There are ceftain
responéibilities that must be retained by the governﬁent,
and I firmly fee; - and.as I said'yeéterday that NIOSH

must retain their right to issue approval of certification
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regardlesé of who does the testing and what tﬁe_stahdards
are.

MR. AMOROSI: If I may comment on that. I
will not attempt, in the case of NIOSH, as I think~£here
are some questions as to what all yqu';e doiﬁg now, if

_it‘s propex..

But on OSHA, I can state thaﬁ it is quite
‘clear -- and fherg‘s not really been a challenge of
Q0SEZA's right to-deSignate that approval of a product means

‘that it shall be certified. lIt sha;l be safety labeled,
and that is w#;tﬁep up;

- Originally, that was written to_covér merely
UL factory mutuai,and howévef, sihce is-now.interpreted
as beingrorganizations that:are eéuivalent toVUL and '
factory mutgal, et cétera.

And I don't believe tﬁat there has been any
challenge as to the right of OSHA to delegate that
responsibility to UL and ang éther laboratories; that they
accredit unﬁer pat 1907. And that's the Qhole:crux_of
1907.

MR. JACODENN: Mr. Amorosi, what it amounts ﬁo -

I agree with you for other things, but when you get to

‘respiratory protéctive equipment, this has been covered

since about the mid-1910, 1915 under existing regulations

and the existing standards which come down as a matter of
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_law, and I'm not a lawyef bﬁt I've worked for the-
government for a good while. And I'm saying, these
particular things have beén covered. I'm not talking
about aﬁy other areas or any other typés of.equipment,

just respiratorv protective eguipment.

DR. MAY: I'm going to interject at this point

as chairman and say thatcthe fegal-ramificatibns of what
-We'reldiscussing are humohgous -- for a good Pennsylvania
termn.
Obviously we'll have to consider them, and
I'nm going to end the diséussion at this point ?nd go on
with the next presen?ation.. If there are ény bthef
cuestions that arise later in:thé pfogram or we havemore
time,lqgestions diﬁected toward tﬁe independent laboratory
progran, we will raise them at that éoint.
ﬂThank you very much,'Roge;.
MR, AMOROSI: Okay.
DR. MAY: The next presentation will be
by Earle P. Shoub, consultant, Safety Prodﬁcﬁs Divisidn,
American Optical Corporation.: Earle?
~MR. SHOUB: Thank you, John. I am Earle P.
Shoub, consultant to the American Optical Corpofation.
Accompanying mé here today are Mr.William.A. Carruth,

guality assurance manager, and Dr. David Dreyfus, safety

technology, R&D director.
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We are all pleased to have the opportunity
to be here todav to present this statement.
The American Optical Corporation, which is
vitally'interested in the subject of this meeting, and

the committee report upon which it is based, has been

manufacturing certified air purifying and air supplying

réspirators from the timeof the earliest approval Schedules
pronulgated by the Bureau of Mineé.

'PfeSently, AQ is among the largest respiratof'
manufacturers in the United States. All of -its respirators
for industrial use are jointly certified by NIOSH and
MSHA. A0 spéakslfrom this basis of long experience and
total participatioh in the certification-program.

An open appraisal of the respirétorjcertification
program is a comméndable, timely undertaking. The topics
discussed in the committee report and st forth in the
Federal Register of June 18, 1980, are-generally germane
to the laudable desire to affect improvements in the proce-
dures and program for the certification of respirators.

In many instances, however, the discussions-and'
conclusions require tempering:in the light of congressional
wisdom, limited statutory authorityf due process, and the_
realitieé of the work place.

The report of the comﬁittee appointéd by the

director of NIOSH contains a review of the agency's
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statutory authority to engage in any progrém to certify
or approve respirators.
This statutory auﬁhority appears to ehvision
' a program jointly managed by MSHA and NIOSH. It is impor-
tant to note tﬁat'the statutory authority includes
_stringent requirements for rule-making, and that in ordinary
circumstances, there is no provision for ignoring due process.
A0 is aware that NIOSHIﬁﬁ;adopted'and regularly
uses vgriations upon and'addiﬁions'to'the published testing
procedures based on.noticeg'to réspifator manufacturers which
havé'not been published in therregﬁlations.

In some cases, all the manufacturers did not

receive the notice involved. These arbitrarily made changes

may have been necessary temporary meaéures, but éincé
SConRne are-as munh as three £o four years ola and older,
éublication, public.comment and proper rule;making could
easily have béen accoﬁplished by.now..

20 submits that the ruie-making procedures of
the act should be followed until such time as other
legislationjis aétually enacted. ﬁéreover, while AO is
in favor of periodic --

(END TAPE IA/BEGIN/TAPE IB;)

—- it therefore urgés NIOSH to collect all its
uncificial and officiéi reguirements which are not presently

contained in part 11, and to proceed to amend that requlation
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so as to include every requirement, testing proced;fé,
interpretation, perfb;mance standard, administrative
procedure or process which is de facto in place so that
the regulatibn will becone é'full disclosure of the status

guo.

In this manner, all interested parties will
be on an eqdal footihg in'commenting on ény ﬁroposed new
or revised resgulations.

A0 is convincea that this procedure would
serve the best interests of labor and managemeﬁt as well
as respirétdnmanufacturers.and potential manufacturers.

The ultimate-respiratdr“user and his or her
répresentative‘would,‘it is believed, receive the greatest
benefit. |

Turning now to the specific topics whicﬁ appear
in the notice of this meeting contained -in the_federal
reigster of June 18, 1980; the American.Optical Corporation'
wouldilike to offer the following comments.

One, performancé specifications. The institu-
tion of performance specifiéation; may be desirablé and
provide certificétion reguirements mbre amenable to
revision through the public rule?ﬁaking procedure upon
whicﬁ NiOSH promises to rely. There are, however, some

features not addressed in this topic which regquire consider-

ation.
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Among these features are: what effect ﬁiil a
modification of a standard have on existing approfals?
This is a difficult issue which does not lend itself to

a miversal predetermined result. AO believes it would

" be desirable for NIOSH to utilizé the same rule-making

_procedure to‘expire existing approvals as it indicates
it will use to modify a performance stanaard.

Determination of compliance with the performance
standard will frequently depend on the selecéion of the
method of measﬁrement; The procedure fof determining
performance should be completelyuspelled out in the
regulations, and‘it-should be precisely thé_séme as the
proceduies used bg NIOSH to verify compliaﬁce in field
surveys%

This corment would increase in importance if
thé certifiéatioq.program movgé fromAa_series of go-no go
tests to ones with quaﬁtativg measurenents indicating
the level of quality.. it wéuid become almoét inescapable
if there should be more.than'oné source of certifiéation
or field audit. “

| Becauée they are amenable to use, to grade or
rate the_quality of the product being e#gmined, performance
étandards should be designed to abply equally to all the.
purposes, places and industries in which thé prodﬁct may

be used.
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Also, for this reason, all such reguirements

for certification should be measurable in a graded, relia-
ble fashion so that the total respirator may be rated.

Quality control: The thrust of this topic

appears to be an assertion that the manufacturers shall be

~responsible for the quality of its broduct at the time
6f sale, while in the distributors and purchasers' stocks,
. a2né during and after use including extender use.

.At'the séme time, NIOSH proposes to eliminate
or reduce cohsiderably the infqrmafioh donqerning the
nanufacturers' gquality controi plan preéently required
as part of each application..

Sore comments immediatély come tb miﬁd. A
c_allty control olan which provides assuraﬁée that the
percent defective appxdved product.wi;l not éxceed a
predeternmined limit would pgrmit some saving in the
quahtiﬁy_ of copieé and bulk of anrapplication.

The percent defective for‘each type of
def1c1encv acceptable to NIOSH, however, should be spelled
out in 1ts regulatlon and be the ‘same for all manu_acturers.

Sampling by NIOSH from manufacturers, dis-
tributors and purchaser-stores to verify compliance with
the above limit 1is not greatly different from present
requirements.

Sampling deviceé in actual use is a doubtful
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tool to help locate previously undetected inhérent weak~
nesses in design and in mainfenance programs.
All the pertinent information on which to
assign each piége‘of res?onsibility is unlikely to be
uncovered. Penaltyv may too readily fall on the wrong

Vshoulders.

As indicated, it does not appear'to'be appro-

yriate to create a whipping"boy. Beﬁore the results of
an unsatisfacteory field audit are pérmitted to be used
adversely to a manufacturer, it shoitld be established ﬁhat
the cause of dissatisfaction ‘is within his:contrOI,land
that it_ddes not involve deviations frdﬁ anf of the réquire—
ments from respirator désign based on sound engineering
and scientific principles and evidence of éood workmanship
subject to and approved by NIOSﬁ. |
écée?ted instances of'immediaﬁe urgency and
severity and adequate oppeortunity for administrative
and other appeals should be available béfore action is
required ox aaverse information published.

The proposal to publish the iesults of market
and work place surveys is of doubtfﬁl value. It may be
misleading, and requires expansion'to be made at ail
meaningful. |
Only fest results about devices which have not

been mishandled or excessively used should be recognized.
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Equally important is that field surveys must émploy oniy
established testing proceduresAand be completely isolatéd‘
from the developmént and trial of hew tests.
Engineering drawings with dimensional toierances;
While it is tempting to embrace the proposal to eliminate
_these tedious detailed drawings except when a special need
arises, one wonders who NIOSH would exercise its respon-
sibility-to review applications for,.“respiratqr design
based on sound engineering and scientific principles,
construction of suitable materigls and evidencé of good
workmanship" without the'detailswhich.would be includéd
‘on some of these drawings.
Changes to aéproved designs: AQO concurs
that introducing nonsignificant changes without requiring
obtaining an extension of approval should be permitted.
It rgcommends that any regulatioﬁ to‘this effecL include
an unambiguous définition of nonsignificant change.
Witnessing of approval testé: The proper
conduct of tests by ﬁIOSH is of great concern.to all
interested parties. If NIOSH's cohcern is limited, as
stated, to preventing unwarranfed inferference during
the performance of tests, there should be no difficulty
in specifying the role to be played‘by-witnesses during

tests.

The proper conduct of tests, adherence to published
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procedures and recording of results are obviously essential
ingredients under the current regulations if all interested

parties, including the ultimate user, are to be protected

. and made to have confidence in the systern and the certifi-

Catiop.

' Addiﬂg a rating oria érading scale by.way of
publishing results of tests onlyiﬁcreases;the importance
o0f the correctness of the collected A$ta. In view of the
potential cdnsequénces and essential ﬁature of the tests
performed by NIOSH, it is unﬁhinkab;e';hat this should
oﬁly be conducted in secrecy without professionalrscruﬁiny
by thoSe‘affecﬁed; . |

Duration of,approvalﬁ Thére ié no discérnable
advantage to be derived frbm a system which requires
periodic reapproval. Itris ﬁore important to éstablish
a valid'relationship.with technological advances.‘ ¥hen

improved regulations are promulgated, they should readily

- include a termination date for prior approvals of devices

" which do not meet the latest requiremenﬁs.

Enough time should be allowed for NIOSH to
process all applications for renewals. Unpublished test

requirements: AQC heartily concurs that there should be

no unpublished test requirements. It has repeatedly made

and emphasized this point. It would add, however, that

- there should also be no ambiguous test reguirements.
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Testing of prototype respirators: ﬁIOSH
cannoﬁ escape its role as the national reference laboratory
for respirators. Prototype testing is one way in which
labbratories, public and private, can verify their performance.
Unduly delaying prototype testing would not work to the
_advantage of the respirator-user who wishes to employ
the most modern certifiéd'aevice.
Prototype testing should‘ﬁe given equal weight
in the ;ension with other testing. |
Group testing of respiratbrs:, This approach
subtly prevents respirator-ﬁanufacturers from'witnessiﬁg

tests since the products of various manufacturers would

be tested simultaneously.

At the same time, because it could delay
testing field auéit samples, it could_conceivably delay
extending protection to wbrkers.who were dependent on
respiratory protection to help preéerve their health.

User and maintenance manuals: Explicit,

easily followed manuals should be helpful, provided they

are put into servicg. It must bé remembered that the
persons in the work place will carry much-of the burden.
NIOSH systems manual: Since many provisions of a manual
of this type would impact on and influence regulations.
and procedures promulgated throﬁgh public rule-~making, the

NIOSH systems manual should be promulgated and revised as
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necessary by the same procedure.

Publication of test-data: If data is to be

\published, the manufacturer affected should be able

to ascertain whether it is correct and obtaiﬁ any legitimate
correction. Witnessing tests.and equitable appeals pro-
cedures aré two important rights which should not be
denied. |

‘Mr, Chairman, that concludes my prepared.re-

narks. I'd be delighted to attempt to answer any ques-

- tions.

DR. MAY: Thank you, Earle. Are there any i
guestions for Mr. Shoub? |

MR. BRENNAN: Bob Erennan,,Scott Aviation.
SeVeral:times during the course of the day yesterday and
again;today in your presentation this morning, tﬁe |
witnessing of.the testing has come up.- If-I remembér;r
I believe during the discussion festerday, a possible
f : ' )
alternative of witnessing a demonstration and letting the
testi;g go ahead unwitnessed was brought up.

Do you have a ctomment on that appreoach? 1Is
that éatisfabﬁory Qith you, sir? |

MR. SHOUB: Yes, Mr. Brennan. Under the topic

of witnessing of tests, we really, I think, have been

talking of two separate operations.
One would be demonstrations by presumably the.
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senior pgrsonnel, the most skilled personnel in NIOSH
for the benefit of private laboratories, public laborator-
ies, manufacturers- and others who would like to witness
how NIOSH performs the tests so as to learn how to perform

then.

The other would be the issue of an applicant

"wishing to be present to feel secure that the testing,

wnich might not be performed by the same people who would

give the demonstrations, would be —- is performed correctly,

‘the data recorded without error, and that the product is

not either over-rated or under-rated.

I think this difference came oﬁt‘very clearly
last night or_yesterday afternoéﬁ when Dr. Ophold explained
to Mr. Moran that NIOSH was proposing the former -- that
is, the demonstration type of lectures and presentatigns
and not the latter.

Mf cdmmgnt is that I'm in favor of both. I
think it is a‘verf dgsirable thiné to have an opportunity-
to learn from the people who are the reference laboratory
and the ones upon whom we rely upon or rely for primary
certification. |

I think it is also-only.right that anyone who
wishes fo submit a product for certification should have
an opportunity to observe bpt:no£ interfere in the tésting

procedure so that that person can go away.assured that a
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fair deal has been given.

MR. SHUTES: Bob Shutes of NIOSH. Mr. Shoub,
are you aware in other.certification or approvai programs
whether or not witnessing of tests is permitted?

MR. SHOUB: I must admit, Mr. Shutes, that

~at this -- I'd better use thelmicrophone. Sorry, I forgot
we had a microphone. |

.I started to say, 1 must adnit, Mr. Shutes, that
at this moment, I can't think of any details of any test-
ing pfogram:ﬁhich either permit or do not permit participa-

tion of this type. And I'd be delighted to be enlightened

.if you had any in mind.

MR. SHUTES: I do not. T think we should look
into it.

MR. JACOBSON: Murray Jacobson, MSHA. In the

' approvai program that MSHA coﬁduéts, waich we do over

6000 approvals a-year, tﬁe épplicant‘for the approval has
the righ£ to witness every single test that's run. in
fact, we welcome them in some instances.

Howevef, they cannot and do not impact upon
a test. They heve to stand Eack;-endthey cannot influence
the test in any manner. In fact, we've heard that some
peo?le'have misinterpreted one df,ou; newer regelations
on intrinsic safety in which it was thought.that people

would not be permitted to witness the test.
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They will, but they will have to stand baék
from the area, from the test afea} and cannot influence
or b¢ involved,with the people who are conducting the
test. But that's written in the regulations under 30 CFR.

== each of the appropriéte parts;

MR. SERE: I'm Rob Sere of Scott Aviation. 1In
the military field, we've found that the manual that they
use requires, in most cases, that thé manufaéturer-—
developer of the device which ié undergoing field trials
and evaiuation nmust have a'representativeron hand.in order
to review the results and to provide, perhaps, advice
ﬁo the military_péople on how the article isﬁbeing tésted,
and also to give féedback to the manufaéturer or developer
in his development process s§ thaf there are situétionér
where the_manufaﬁturer and developer is invéiVed in the
evaluation program.

MR. SHOUB: - May I interpolate a commént,
please? Before there are too many remarks from the
audience, and I won't be able to reply inthe right order.

To Mr. Jacobson, I'd add that in my thinking,
first, the program which is opérated by MSHA for per=
missible certification and the certification of.respiratory
protective devices operated jointly by MSHA with NIOSH
are synonomous programs so that I Aidn't feel I should -

there's any differentiation with what Mr. Shutes requested.
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And I would add, second to what you‘ve-said,
there is a Speciai provision in the-portion of the regula-
tioﬁs, the old schedule 2G, that deals with electrical
testing under which it can be reguired that the manufacturer
not dnly provide witnesses, but prbvide physical help in

the dismantling and assembly and reassembly and so forth
of eguipment.

With regardrto the‘second commenf; I didn't --
I wouldn't look upon that‘és a certification program, but
as a proof of meetihg.specificéfions. "I'm still léft( pef?
_;onally, with the fegling tbétl don't have a good
exampie'té pqint tq fhat goes eifhe; way.

MR, PARKER: Fred Pérker, Biomarine Industries.
Our company is presently a_priméry éupplier to therNavy

and other government agencies of sophisticated life

suppoft.equipment. And these. government agencies do have

very highly organized acceptance programs, qualification

programs for the equipment ﬁhich they purphésed. And
during thié qualificationnprogfam; they not only permit
us to be thefe, but welcome us to be there. And in
féct, in some caées, insist that we be thére.

~DR. MAY: One com@entﬁfrom.the chair,.and
then oné last question frbm éaptain Shirts.
| As Mf. Wilshire said yesterdéy iﬁ his preSentation,
and in fact, gave us a document, their position is that --
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and has been for gquite some timé - that NIOSH impleﬁeﬁt'
a functional'witneés program. In the June 18.Federal
Register announcing this meeting, there are the positions
listed regarding the program, and of ﬁoﬁfse, we took the
position in that that Qe would not allow ~- did not see
_that the witnessing of our tests was a necessary and
beneficial.thing for either part?.
We have, however, effective July‘i,.implemehted,

in fact, a progran whéréby the applicant can witness

+he testing of his equipment;“Thisﬁs a result, quite

frankly, of some feeling within_thé program that that is

a necessarv and justifiable event and also some -- I'll

'be honest and use the word "pressure" from the IFCA and

fvom several other companies that we implement such a

prograﬁ.
So there is some controversy within our own
organization on that subject, and i'm raising ==~ I'm
statlng this simply to say that today, there is, in
effect, where by the applicant can witness the testlng of)
his equipment; Captain Shirts?
CAPTATN snip:rs; 1'd like to -- this is Captain

Shirts from the Space Division. I'd like to clarify the

use of contractors to develop protective egquipment, as far

‘as I can Speék,'and I can only speak for the space division.

Wwhen we ask a contractor to witness or assist
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us, basically what we do is develop a technical need.

Then a contractor -; and itlcould be MSA, Scott, A;rowhead,
Mart-Marietta, whatever, will develop a military specifica-
tion for a piece of_protective equipment that is highiy
specialized to do one speéific task.

Then, depending on a sole sdurqe purchase or a
general buy or a general competitive buy, a seéond contrac-
tor will ﬁake that spécificatidn and he will develop that

piece of eguipment.
| And thatpiece of equipment is built and tested
by him to the specifications of the environment within
which that equipment will perfofm.'
| So I'd like to clear that up. It.is not -=-
we do not really certify equipment as in the sense qf
NIOSH, and therefore, we do not have our contractors
witnessing the Air Force teéting the équipﬁent that they
have developed for us.
We basically tell them what we need that equip-
ment to do, and they will build that eguipment. They will
test that equipment to-make sure that if satisfies our

specifications.

" 80 I just needed tb clarify thﬁﬁ for tﬁe
record.

. -DR. MAY: Thank you, CaptainShirts. Okay,
I'm going to end the discussion on thé subject at this
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time. Mr. Walters is scheduled to presently p?esént

his talk starting at 10:45. If he has no objécﬁions,
I'm.going to give a 20 minute coffee break and move it
up.to 10:55 because we will undoubtedly have sufficient time
for the rest of the speakers, Eased on what has happened

so far. No problem there.

So please be back here at abou£ 10:55, close
to 11:00.

(Whereupbn, a short recess was taken.)

DR. MAY: - Here is,Wobdy7Walters;_fieid instruc-
tor, fire fighter fiaining, Minnesota State Department of
Education. AWoody?

IMR. WALTERS: Thank you, John. It‘s_a privi-
lege to be heré and to speal: to you, knowiné many people
representing the self;contained breathing appa&atué
companies. I don't see a familiar face in the crowd
so evidently, the fire fighting segment of self—con#ained
breathing apparatus'is different from what cémes to meet-~
ings like this.

The State Department of Education has a word

processing center of some 500 words a minute that I would

like to offer -- go. on the record of offering that if you

would furnish me with the cassettes of this, I would
be glad to reprocess that for vou and not -- I feel that

the reprocessing of what is said here would include the
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answers and questions raﬁher than the reprocegsing of
wnat is handed in. And then)it wouid be up to you to
recopy it and maés.mail.it. If you'd like to do that.
But we can do this wvery quickly from any size cassette
tape. |

A field instructor or a state fire instruétér
for vou that don't know what they do:..is to travel from
town to town,'working with individual firé depar?ments
training in the occupation of fire fighting.

Through these responsibilities, we come up
with probably nore problems than any_other ﬁerson in-
volved in fire fighting becauselwé're-dealiﬁg with so
many‘aifferent aspects, so many different depa;tments
and.so many ‘different fire fighters.

As of lately, we are a lot more concerned
about this sélf-protection or the personal protection of
the fire fighter than we have been in the last 50 vears,
and I think dnring the next two to-five years,'fou’re
going tosee more money spgnt and more timé spent onr
training in this area than you'vé ever seen before.
| In the state of‘Minnesota, we are very proud
to -- what we consider be a leader in this, and I'm going
to familiarizeryou with some of the tota; concepts that
what we are having and then in the end, for you to place

wlhiere you feel the self-contained breathing apparatus was,
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is, and yaaknow moré than‘I, vhere it will be."

The fire fighter, to start with, needs protec-
tion on his hands, and the state-—of-the-art right ﬁow,
there's a pair of gloves referred to as what we call
the California OSHA'glove.

Wow, Caliiornia-OSHA is ahead ¢f us in having
a2 mandatory regquirement for the minimun standards for
protective gear fof fire fighters, and a particular version
of that California glove, we've beén wearingrfor about
a vear and a half, and the handslare protected up to about

900 degrees. It's made out of a Kevalar material which

is also used for bullet—resistant-vests‘for’law enforcement

people, and it's a fantastic glove. HNow, that's the
state-of~the-art for gloves to. date.
A prototype of gloves is a very similar glove,

except it has more water —-- does not absorbh water as

much as the state-of-the-art does. The finger prdtectidn

‘has been changed somewhat. This glove is not on the

market vet. It is just a prototype that we are experimenting

~with that, and that's basically where we are on gloves.

One .0of the leading glove manufacturers has

been wholeheartedlv working with us on coming up with

prototypes} letting us expefiment( field-test with them |

and is a great asset to us.

Of course, the cost of experimenting with a pair
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~

of gloves is considerably different than experimeﬁting
with breétﬁing apparatus.

I did not bring the state-of-the-art as far
as fire fighting helmets is concerned because, as far
as I'm concerned, there is-none, There is no helmet
on the market Eodéy that is desiéned for fire fighting.
Most qf.them are extremely adequate as loné as you do not
wearx them érpupd heat.

I do have-arletter from one of the leading

manufacturers who has been working with us, and in

' September, we hdpé that we will héveour prototypes that

we wili start to fiela test, énd maybe within a year and 
é.half, two vears, there will be a'marketabieihelmét.
that i& designed for fire fighting, and we are very
excited gboutvthat. | |

‘The total body of the fife fighter also musﬁ
be protected, and 1 broughtrcne of.the.prototypes that

we have developed in Minnesota. This is called the

Arctic-ray structure fire fighting suit. It is very similar

to that of Project Fires' structure fire fighting suit
that they e in the process of arranging for field
testing.-Wehxaapprbximately a year ahead of Project

Fires, but working as closely as we possibly can with then.

And other than the vested top instead of the bib top, the

design is very similar.
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our glo&es out of the pockets, and there's a-lot of
things constructed into this new fire ﬁighting suit.
that's for less stress, more proteqfion for the fire

fighter, and I do have a few coﬁies of someISpecifications.
of how the suit-is designed. If any of vou are intérested
Vin them, I have laid some up on the table.
And during lunchtime, if any of you would
like to discuss it further, I wéuld ﬁé glad'éo do that.
You can see that we ére concerned about the
to;al pgckage of the fire'fighter,.and the pld story
about the weak link and the chain is'definitély,an
existing-ﬁactor here.
| No méﬁter how much head protection we have,
hand protection and body'protecfion and fbot prote¢tion,
we cannot enter that structure éafély and.sévg yourrchildren
and save yoﬁr relatives without our lungs protected also.
| I was. gquite shocked when other people got up

fron fhe fire service, andrstérted discussing the
inefficiencies o the breathiné apparatus that's on the
market for fire fighters today, going through detail by
detail as to what some of the problems are.

And during the guestion time, I didn't hear
one mahufacturer stand up and defend his product.

>We are.quite concerned with visibility, and

when you-put'breathing apparatus on, especially in cold
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weather, a fogéing situation takes place and you can't
see what you're doing.

In Minnesota, we are very high on snow-
mobiling. In the art of snowmobiling, for $25, you can
buy a face shield that is a twd-ply air space in the
‘middle, insultﬁted some way or_another -~ I aonft know
anythiné about the engineering of it. Eut_it's scld as
an anti~fog face shield for riding snownobiles, and this
is a cost of $25.

It's unﬁeliefableto'me that when a tool
costs $800, that even with a littlé-moremoney,_we can't
devise éome-way of. fixing it so that the fogging is, at
least, less than it is now.

We have experimented with solutions to slap
on and wipe ofﬁ of your lenses to make it more usable.
And we are quite concerned, then, after we put our
solution on, which helps prevent fogging; naybe we're
déing something to this mask thét, when wé expose it to
heat, give off a toxic fume for the fire fighters so
we have sent a mask with our solution in to héve it
tested because we feel this is very important.

The tests were run, and this is a solution

of a detergent and a silicon of some sort. And in'the

tests they ran, they ran the heat ranges. quite high at

400-500 degrees. The detergent -- but, of course, the
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detergent has already done it's ﬁhinq. That's just to
_clean the lens ~-- did disaﬁéegr. Did desﬁroy at 400-~500
degrees.

At'860-1000 degrees, ﬁhé silicon broke down
and was not doing its proper -- keeping the fog off.
They did not have any toxic'vgéors'coming off of the
solution at any time. But in the last péragraph, we
got a paragréph-that werdid'not.expect. Théy‘did state
that the solution was'harmless; It did not hurt us in the
heat range theylare talking about.

We are much ﬁo:e conéerhed about the gases
from the plastié‘and the rubbef in vour face piece. How,
this is an indepen&ent testing agencf. Of course, they
ran the heat range up'to a lot higher than what yéu

~

are tecommending'that they be wore at.

But in the protoﬁypes of what we are doing
for the rest of the;protection of the fire fighter; we
are talking in the range of 5—6-7—8~9001degrees. Mot
for long durations -- the human body can't stand if.

But when we are in lesser temperatures, un-
foreseen things happens and for a féwrseconds, wea are
expésed to extremely hot ﬁeméeratures.

We Are kind of wondering where the weak link
in the chain was yesterday, where it is today and where

it's going to be tomorrow. We are not at all concerned if
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NIOSH lets us know that there is a problem. As é
matter of fact, wé welcome this. Sometimes, even a little
bit heavy,‘some people might feei.
Buﬁ as we go over the years of the end results --
now, a lot. of people aré compiaining about tryinglto
‘'save my job and let's test i£ so that my job is secure,
and let's do this and let's do that.
'But all thé-fire-fighter is asking is.that
no matter who does.the job, let's'do-it so the fire fighter
can live. And so the end result is the life of the fire
fighter that this whole-thiné'is ébouﬁ{
Now,'pne agencyfteSting or 25_agency tésﬁings

-- we're not as concerned about that as some of you are.

' But we are verv concerned that when vou do run a test,

AY

yéu are testing it in an atmosphere in which-we'wear it.
We've-been saying this fdr years. People have not listened”
to what we've.sqid because we still do hot.see the unit =
tested;

So basicaily the first'time your unit is
tested in our.atmosphere.is when We put it on our back
and enter the burning structuré;

As I travel around the state of Minnesota

working with fire departments, I am the goat that they

unload on. You know, the state fire instructor is going-

to solve all problems. ‘fle are the -- you tell us and we'll
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fix it for you type of things.

tlell, you enter a fire department who has

- purchased a particular breathing apparatus and they've

héard somethihg about. a stop-salas ;ecall order on a
unit becauae of a spring or something in there. And.
the fire chief asks me, "Shduld I iét tha'men wear the
equlpment’ The manufacturer has not contacted ne. And
also a. few months ago, there was something about the
hood. We haven't got the hood yet elther. Should we.

wear lt?“

“I_doé'; know whathef you should or.shouldﬁ't
wea£ it. That s your dec1s;on;

You go onto the next fire departnent, and they
have a diffefent tvpe of mask. And they say, "Hey, I
heard sonethlng about some kind of stop order, a recail
order, and wefre.sunposed to get some kind of a kit and
add to our unit. And this was a year ago, and we haven't
seen any‘kits vet. _Shoald we_stoé wearing them?"

"Gollvy, I feally don't know whether-you should
stop waering them or not. I Qonder why you haven't got
the kiﬁ vet."

Well, of course, there's an awful lot of units -
in.the'field, and it takes awhile to get.arounq, but we're
talking a-year ago. i

Go into the next fire department, and@ they sent
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their high pressure system in because iﬁ was recalled,

and todav, they have not received-it back vet. They bought
the unit., They sent it back. No money exchanged back

ﬁnd forth after they sent it back,.and they are still
waiting for thisrunit t6 be sent back to them, to get back

in service.

They have questions. And the other unit.in the

~market that, right now, is not recalled, as we go in there

and teach that fife departmént to unscrew the cover and
dunmp the water out that éractically after every use is in
there, take a little clean rag with mavbe a cleaning solu-
tion, clean it ou£ good. Now the diaphragﬁs aré.falling
apart. The liptle scotch taée that's'afﬁund the autside
of the diaphragm that holds the twolﬁieces together cannot
stand much -- if‘you-leave it alone and never ﬁaintaig
it, that diaphragm lasts quite a little while.

But; of,cdurse, we cdan't do that. We have
to maintain it. And then you go to the representatives
and say, "Hev, I just want a roll of that scotch tape
because as I go into all these'fire_sﬁations, all the
units -- it's either coming off of or it's loose inside
the regulatﬁr."

And they say, "No, we don't have the-tape. You
have to-buy the whole diaphragm."

Well, I don't have any -- I can't carry thoée.
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They are too e#pensive for me to buy and pass on. And
you say, "Well, why don't they contact the person that
they boﬁght it fron?" Well, that was mavbe a few years
aéo. They forgot who that was, and Duluth is 200 miles
away. St. Paul is 300 ﬁiles away. And Podunk Junctién
'Volunteer Fire Dépaftment is kind of lost as to what to
do. |

So‘you see why we are the goat,‘and”I stiil
‘don't have a réll of scotch éapg fo:fix it with.

But we are very concérned about -what héppened
and what is happening and what's going to happen.  And
Iltried to put itAright on the line to you, and I'd
appreciate the'same back. fhaﬁkryou'verf much.:

DR. MAY: Thank you, Voody. Quéstioné?-

AN

Corments?

MR. GATOL: My name is Bill Gatol, and I
work for Robertshawr Controls. |

In 1960 I entered the fire service as a
volunteer,in Long Island. Served 10 years in Engine
Corpany, five more years in the rescue squad and the
last five years as a paramedic instructor. What tempera-
tures are you_referring to? How hot do you want that
helmet to go? |

MR. WALTERS: Well, the prototype that's

—-- that we've been promnised for September is between 900 and
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1000 degrees for short durations.

MR. GADOL: Is this so when vou drop it through .

. a hole, it doesn't melt? Because you sure can't wear it

on yaur head at that temperature.
MR. WALTERS: 'AbSOlutely.r iThen we are caught
in flashback, vou will be exposed to 1000 degrees, not

just for a few seconds. Hopefully you have a backup crew

that has a hose line that will instantly push this heat

0ff of you.

I have slides —-—- I have slides.beécause a

photographer happened td be at the right plage at the

right time of a fire fighter in good protective geaf who

was éompletely submerged in a ball of flame for.a few

seconds, but the hose line immédiately_pushed it off of

- hin. This happened in Phoenix, Arizona. Call him up and

talk to him about it. And the fifth slide is showing this
fire fighter:splashiﬁg watef én'his facé, and doesn‘ﬁ.even
go to the hospital because it was a very short'duration.
Okay, what we want now is'a-little_more time
in case we are in there -- vou know, i% it's 1000 degrees.--
not misunderstand me. If we know it's 1000 degrees in
there, we're not going to send aﬁybody'in. |
MR. GADOL: I can do a roast.beef.pretty quick
in that kind éf temperature.

MR. WALTERS: And vou can a fire fighter also.
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MR. GADOL: Yeah, have you taikéd to‘Louie
DeChime in Miami about any of this?
MR. WALTERS: ﬁeg yoﬁr pardon?
MR. GADOL: Have you talked to Chief Louis
DeChimg'in-Miami about: any of this?
MR. WALTERS: No, I doit. know ~-=
| MR, GADOL: Thaﬁ might be a good idea. From
Robertshaw as a manﬁfactufér; you commgntéd that none of
‘us stﬁdd up to prptect'us Qrito'defend our position on

egquipment.

I think the reason for this hearing is to attempt

"as a manufacturer to redirect the certification process -

_ofINIQSH and not-to defend our equipment. We all know
that there are problems but to ~- fqr each'of us; Scott,-~
Survive;Air} who's nof here, I don't believe, Biomarine

‘and Robertshaw to get up and comment on all that would be

terfibly time consuming, I think, and wouldn't'reaily

resolve too many problems.

MR. WALTERS: Weli, the comments havé-ﬁeén
goihg back and forth on everything elsé except the problemﬁ
therfire‘fighter is having.

MR. GADOL: Uh-huh. On the nose cup -- are

. you familiar with the nose cup insert on masks?

MR. WALTERS: On whose units?
. MR. GADOL: Robertshaw has got it. Survive Air
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has.got it. I think Scott has got it.

MR. WALTERS: Not on the Robertshaw, but I'm

familiar with the nose cups.’

MR. GADOL: All right, that will reduce your

fogging.
MR, WALTERS: Ve realize that.

MR. GADOL: Okayf Have You been able to
recreéte a hypothetical fire in your training academy?
MR. WALTERS: e don't have a training académy.
- Qur training'program,\"Learning by'Burning," is in actual
‘houses thatare destroyed or buildings‘thatrare destro&ed.
And we are -- I don't know whether if's 'forﬁunéte or un-
fo#tuﬁéte. At leést; when we Spfh é‘house, werare burning
7a house, and not recreating the fire.
We aléo would.like to have a-trainiﬁg acadeny

where it's concrete where we can keep redoing it and redoing

| it because houses are getting difficult to find.

MR. GADOL: Yeah, they're getting difficult to
buy, too. We've found in my experience that vou can't
recreate a fire very well unless you have a traiﬁing center

like that. There is one in Long Island that's really quite
_ . A

good.

From a manufacturer's_standpoin;, it is difficult,
I'm sure, for Scott or any of the rest of us to go out and

buy a couple of old houses and burn them up to make sure our
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masks work well so we have resorted to using the Los
Angeles Firé Department, the Neﬁ York City Fire Department,
the Boston Fire Department to do Fhis testing. And based
on their feedback,‘we have attémpted té create the optimum'
breathing apparatus.

I'm the first to ‘admit that that hasn't been
done yet, but we are working oﬁ that and I w§u1d welcome
any input ﬁhat you might haﬁe on design and things like
that to perhaés help us along. |

MR, WALTERS: i'm glad you do. But, yoﬁ see,
for some reason -- I don't know what -- you are not the
person that I talked to -- I doﬁ}t-knOW'that nuch aﬁout

Robertshaw.

But when I talked to MSA, Survive Air;-Biomarine,
it's a differenf\individual than you péople. Andiwe
are talking to thosé pe0ple_very heavily. ‘Nowt_I‘don't
know what they're tel}ing - talking.to ydu about, but
believe me, they hear our story. |

HR. GADOL: All right, thank you.

DR. ﬁAY: Other questions or comments?

MR, SULLIVAN: John Sulliwvan, Scott'Aviation.
There are two pointé that I want to make in regard to the
heat load. This is a fairiy complicatéd problem, and a

lot of peoble are looking at it., The basic fact is,

there are not a lot of examples of people who:are surviving
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fires, using bfeathing apparatﬁs that where you have melting
and failure of parts that you would hve at 500 degrees.

There are some examples. When a person is

trapped and the building comes down on them, where there
is quiﬁé a bit of damage; But there is a real problem
_with the air tank and the cylinder.in typiéal self-
contained units. |

And as we_dry tempefa#ures up, you have to
start concerning yourself abdut'thé safety of that device.
And when you start gétting dver.BOb-degrees on that, get
the bottle temperature above 30b degrees{ you'rergoiﬁg
to blow the relief device as it is designed and 1osé_the
‘air suppiy.

So in looking at the garments thatrhaﬁe been |
proposed, it_;eems to me thét we are still missing the
boat because, in addition to protecting the man, we'd
better start pfotecting that cvlinder.

In regard to the visor, dufing the program
that was ruﬁ by NASA, this was a subject of discussion
-and it was realized tﬁat the air coming into the visor is
cooled because it is coming frém the tank, typically cool.
So it tends to kéep fhaﬁ_visor intact, whereas the
visor on the helmet quite often would-melt,

MR. WALTERS: We've had definitely considerabiy

more'problems with the visor on the helmet, and less on
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the mask. We do have a mask in our departnent right now
that -- anyway, a couple of days ago, they replaced because

of a heat situation of warping and the seal had broken.
Definitely -~ practically every night when
we learn by burning -- when we burn 4 house —— a couple

of fact shields that are permanently attached-to a helnet

that are flipped up -~ because you have them up when vou

_ have your mask up -- are thrown away because they have

warped.

When you talk abouipplycérbonate.and dealing
wiht the enginéers-that:ﬁake.pbiycarbonate —~ not helmets
but polycarbqne frpm Mobi—indﬁstry and G.E., thef don't
underStand why We're'using théir p;oduct.  |

MR. DUFFY: Rich Duffy, Fire Fighters. Just
to clarify somé ;f'the statemehts made by you and Robgrtshaw—-
the gentleman from Robertshaﬁ_-;'éhe Projeét‘Fires' helret
that's been developed and tesﬁed haslwifhstpod a 1506
temperature -- Farhenheit temperature at I believe 1.5

calories per cubic centimeter for 10 seconds without ailowingr

the thermal couple inside the helmet of the mannequin to

qo over 113 degrees. It's preliminary data hasn't all

béen,éut together yet, but that's the rate of ~=- I believe

the i:reveréible skin démage td a humaﬁ being is 141 degrees

and it stayéd within that 113 degfee temﬁerature requireﬁént.
Speaking to wheré you talked about your face piece
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and the detergent, the additive that you used on it, I
can't see how it could stand polycarbonate face shield
to withstand temperatures of 1000 degrees Farhenheit.
Did it work?
MR. WALTERS: Well, I think you misunderstood
‘what I said then. Ask me thé questiﬁn again?

Mﬁ. DUFFY: Therface shieid, when you were
discussing the chemical and the detergent that you were
applying‘té your face shiéld, and you said that yéu
tested it at -- :

R WALTERS: No, I didn't. We sent it -- I

don't know anything about testing. Believe me, I don't.

So we sent it to this company here. I don't know what

they did, but we told them that we were designing equipment

to go.uprto 1000 degrees. And ydu're.right, that's '
probably why the toxic fumes was. coming off the face piece
because the face piece could not exist. And it did, by.
the way, destroy the face piece.

But they said-that Wﬁen they ran'ﬁe product
that we Qave them up to this -- theéeAtemperatures tﬁat
we asked them, because maybe somedav we'll have a face
piece that willrgo to lObO degreés -~ and we stiil want
to use this anti-fog device or solution, thev did test
this solution to -

‘Okay, the detergent was of no value from 4-500
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degrees. The silicon was of no valué for anti-fogging
Iat 800-1000 degrees. Lbng before -that temperatﬁre, the
face piece itself was destructed from heat.

| Now, they did say there waS'considérablg ~~ they
had a considerable concern aﬁout_the'toxic fumes coring -

off of the face piece as it was destroying itself fronm

heat.

MR. DUFFY# The onlf thing Qe foﬁnd to withstand
a temperature in Pquect Fires waé.kéﬁ-Témpered glass that
withstood that heat so there is a possibility,_but_you
have . to pay the expense.

- And also the helmét:waé noﬁ ﬁadejqﬁ ?olycérbonaté.

It was high tgmperatﬁre, epoxy—wrapped fibefqlass, and it
did withstand the heat load. |

' MR. WALTERS: Yeah, we're real excited about
this;helmét; Ve weré promised'thié_éame helmet-a-

MR. DUFFY: Is this_from kérns?

'Mﬁ. WALTERS: e are getting six of them in
September that will go wiﬁh these suité, and right now,
we have definitely more proteétion on tﬁe body than-we

.
have .on the head, but we wear what we have.

MR. DUFFY: And he’s using a polycarbonate face
shield, just to make you aware of that.
MR. WALTERS: But it is going up inside rather

than on top which, to me, is an improvement.
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MR. DUFFY: That's the Project Fires' ensemﬁI;.
Mﬁ. WALTERS: Yeah, right.
1MR. DUFFY: And secondly, when you talk about

test rooms, also Cris Kooms from Karms in New Jersey

has done heat measurements at Fairfax County Fire

Department training where they found temperatures at actual

simulated fire exercises up to 400-500 degrees. 2nd he

has full resﬁlts aof that, and éeopLe can write directly
‘and he;ll certainly supply,them.‘

MR.-WALTERS: Yeah. I have é hard time
wondeiing why that we, in the fire service, have a hard
time convincing those that are no.'t' iﬁ the fire fight.ing
serﬁicé as fire fighters; that it's hot_in.there. e
‘do have documented tests that.havé been rﬂn:during a
typical strucﬁﬁge firerwhich only gell us how hot it

was on that fire. It doesn't mean that another one isn't

even hotter, but we know it's at least that hot.

2nd it is printed in International Fire Chiefs,

International -- or Fire Engineering, all these fire maga-

zines which I'm sure you read -- I don't know if vou don't
believe what you read or whatever. When we start talking

about 5-600 degrees, gentlemén, it's there, and so are

-

we.

DR. MAY: Okay, thank you very much, Woody.

MR. OPHOLD: Woody, this is Jim Ophold. I

ABL ASSOCIATES, Inc.



.'\.

10
11

12
13
14
15
16
17
18

19

20

22
23

24
25 .

g2
have one quick question, and you prébably have a ye;v
or no. Would it be:possiﬁle for you to supply for the
:record phe numbef of self-céntained breathing apparatus
‘used inthe state of Minnesota?

MR. WALTERS: VOh, yeaﬁ, I would be glad to
~submit it later. I don't think i coul& ever realif get --
we have 800 fire departments. Some fire departments have
60 units. Some fire départmenté have;twp or three. And

I don't think I could make contact with 800 fire departments

" and get an exact count. If.you'd-lEt me, say, take five

times 800 or a round-off figure, we could come up with an

estimate.

But it takes five years to teach a class in

these 800 fire departments.

N

MR, OPHOLD: The best approximafion-ﬁou coﬁld
provide would be of help to us. - |

DR. MAY:- The next presentor this morning
is William Gadol representing the Industrial Instrumentation
Division of the Robertshaw Controls Company. Biil?

MR. GADOL: My name is Bill Gadol, from the
Indﬁstrial Instrumentation Division, Robertshawfs Controls.

My company offers the following comments cn
NIOSH's ro;e in testing as ocutlined invthe_Federal Regis-~
ter of ﬂédnesday, June 18, 1980.-

Iten one: The guality control section states
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that used units would be obtained from the field,‘té;ted
for performance for Title 30; and the results éublished.
There i$ ﬂo control over the condition of the units once
they are in the field. |

| l- Unleés.tbe uhits are proégrly maintained by
the user, the units could fail dﬁe to improper handling,
storage, maintehance or repaif; |
Therefore, proper é?aluatién of used units
can only be accomélished by the“manﬁfacturer.-_Regarding
the‘publishing of ;esulté,_this Shouldrbe-limite& to a:
pass;fail,nqtatibn, and not ihclude daﬁa that could bé-

-+

used by competition.

Eu;ther,_the pxocédure'dOeé-not iﬁclude a;
method of appeal‘from HIOSH findings. Some'methqd of -
agpéaling test,gesults éhould be inc;uded.

ITtem two: witnessiﬁ§~ of approval tésts.
This entire parégraph is now uéelesé as per your change
of .July l; We certainly disagreed with.the‘proposed
changé in the June 13, and.wanted to stick to the June
20, 1980, document issued by Dr. Ophold.

ITtem three: duration df.approvall It is
féit that a five vear reapproval'réquirement is not
needed.- Since Robertshaw favors the ISCA position as
outlined by Frankiwilshire_yestérday, and I would call

you to look at that to see éxactly where we stand on that.

ABL ASSOCIATES, Inc..
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If every approved device requires recertifi-
cation by HIOSH, our question‘is what percentage of NIOSH's
timé would this consume.

It is conceivable that in time NIOSH would
be spending full-time merely recertifyiné.r It is slow

Vand cumbersome enough underAthe'qurrent program to get
initial cértificatibn of alnewior modified product.

Item four: testiﬁg of'prototyﬁe respirators.
It'is fel?-that:this clause should‘be enﬁitled, "Testing
of Development Respirators.“- Thi§ assistance ¢ou;d be
requésted‘by a small company which does not have thef
financial cépabiiity of buying exotic enéineeriﬁg'tést
equipment involved in”programé.

| This paragraph should not be cohfgséd with
preproduction ofﬁprototypes being submitted for .certifica-
tion of-tests.
Item five: épprovai téét#.' It is felt tﬁat
tHis clause should be deleted completely or_reWritten

to permit samples of respiraﬁors to be supplied with

machined parts in lieu of parts which would be made an

expensive production tooling such as production molds,

mass molds,die,casting, et cetera.
 Equipment of that typé can cost $25,000 to
$100,000. |
Grbup testing of respirators. This paragraph

ABL ASSOCIATES, Inc.
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restricts marketing of new products to the industty. It
ié not acceptable becau#e 6f this restriction and could
involve conside;able losses to the manufacturer. The
manufactﬁrer could have eguipment ready to submiﬁ. It
be reguired.to wait for ﬁIdSH_to schedule that type of

device for submi£tal.
ITtem seven: publication of test data; Publica-
tion of datg shdﬁldjnot be allowed because it permits

competitive companies to use comparison literature which

- is detrimental to good business, particularly if the

company is unethical in its harketing practices. Test
data should be published only as to whether it failed
or passed.

S

That conclgdes the qomments from‘quertshaw.
DR. MAY:',Thank you, Bill. _Are thé;e Any_
guestions of Mr. Gadol, any éﬁmments?

MR; DUFFY: Rich Duffy,iFire Fighterg. I
have one question -- it'é either you, John, or Robertshaw

can answer., What material ‘is now available from NIOSH

'regarding certification and testing and specific apparatus

under Freedom of Information Act?
DR. MAY: Repeat the guestion. I'm not sure —-
MR. DUFFY: What test data —-- test results from

your certifiqation and testing at MorgantoWn are now

available to the public. under the Freedom of Information Act?

Al
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Are there any specific exclusions? Or have there been

such requests?

DR. MAY: Okay, I'll try to answer the gquestion.
I'm not sure. Under the present system of witnessing, the

‘applicant will receive a copy of the test results, and

. based thereon, he can file an appeal that somethiné was

not right or he accepts the test results as presented.

MR. DUFFY: Now,'is that file avéilable to the

public'under Freedom of Information Act or were there

exclusions placed on it?

DR. MAY: I'll be honeét._ I would have to

"defer that to'legal counsel begause at that stage, when

we're talkinglabout eithef granting 6r denyingla certi-
fication -

MR.VDﬁFFY: No, not during that stage. The
file is -=- once it's approved and the companyffile is-
placed wherever it may be placed, is-that information
available to the public? If you don't know, you can
have -- I'd like that a part bf the record.

DR. MAY: I'm.not eveﬁ'going to take a stab
at it. Mr. Drew, legal_counsél from HEW or HSS is in
the audience. If he has an opinion he'd care to provide
or if the program does, There-is very little these
days that's not évai;ablé tﬁrough FOIA; if yoﬁ're not-an

enforcement agency. Glen?
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MR. DREW: Glen Drew; HHS, Office of Ge;;fal
éounsel. The information #ﬁat would be released is a
departmehta;'rather than NIOSH decision to rnake, and I

suspect most of it which is not -- any that's not trade
éecret would be available.r

MR. BRENNAN: Bob Brenhan, Scott Aviation;

I believe this one will probabiy'be answered by Dr. May,
but it was occaéioned by your femark'during,your presenta-
tion that due to the preéent dhahge, ﬁhe question of
witnessing is né longer a discﬁssabiéﬁéoint.:

And basically, I ﬁhink I have to ask for
clarification. As-I understood it, éart 11, since its
last révision, has certainly allowed a hanufacturer to
request to.berpresent a witness in app;oval test.

I guess I do not undérstand the change tha£
you're referring to in your presentation.

MR. GADOL: You'fe‘talking about -- when vou

- say my comment?

MR, BRENNAN: Yes, sir. The presentation
said thatdue to the NIOSH recent change, the question of

witnessing during the test wouldn't be addressed during

‘the presentation.

MR. GADOL: Right.
MR. BRENNAN: And that occasioned my gqguesticn

of the extent of the change, which I don't understand.
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MR. GADOL: Okéy, my corment referred t; the
fact that we now have written procedures for the witnessing -
that have been made available to the manufacturers. In
the past, it is my understanding thatrthere'was never
any formal, commited to writing scheme for the witnessing
_and you afe correct fﬁat 30 CFE talks zabout the manufac-
turer or.his agent witnessing-gests.
And what we have,:.in fact done, is.really not
somethihg-aifferent ffom 30*CER 1i. But in fact, that
we have now committed it in_ﬁriting, ﬁéde it available,
outlined the wholerprqcedure. ffhat'is, in;fact, to ne
a change -- not a change in the legislation, but in the
way werecogh;ée it ana_the way we operate the program.
MR. BRENNAN: Just to be certain, this document
you're referring to ogtiines three suggested reasons under

which a possible witness test coﬁld be_challenged. That
is the-document'we're referring té? .

MR. GADOL; That is correct.

MR. ﬁRENNAH: Thénk yéu, sir.

DR. 'MAY:..:Q I guesslI should maﬁe on e comment
in light of'the remark you madé to Bill Gadol, and that
is that although we now have that program in effect, and
it is committed to writing{ and the June 1l6th Register

says that the institute is opposed to the witnessing, that

is a_position that we are adhering to today.
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In other words; we are saying that in any
new legislation that we may adopt, we are at least
contemplatiné qhanging therregulationé-to exclude the
‘witnessing, and so thus, we are asking for comments on
that specific issue;

MR. GADOL: 1In thaﬁ case, I want to read that
into the record. I'm going to go back to paragraph 2 and
read.it into.the record. |

Item 2, witnessing_df approvél tests. This
particular specification conflicté with the June 20;..1980,
document issued by ﬂIOSH entitled, "To all manﬁfacturers
of NIOSH and MSHA certified prod;ctsf'and signed by b?,

Ophold. .

In‘this document, manufacturers are allowed
. .

to prearrange their appearance and witnessing of their.

‘products being tested. Further, it is pbssible that

the manufacturer, because of his complete knowledge of
his own product'éould see what, to him, is an obviaus
error in the tesﬁ procedu;e that wéuld falsely fail the
unit.: |

This could and prdbably would result in
considerabie and unnecessary delay in approval and would

require additional, unnecessary time by NIOSH personnel

to retest.

DR. MAY: Thank you, sir. - Thank you, Bill.
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Are there any other comménts or questions:for Bill?

If not, we will go onto the next presentor who
is Carol A. Duéraz, a consﬁltant from White Plains, New
York. During this éart of the presentatidn, Ms. Dupraz
is representing lier own bhilosophy, ¢oncepts and ideas.

:You will notice that latér»shé is also listéd on the
program on Wednesday'as representing Raéql Air Stfeam.
from Rockville, | |

| MS. DUPRAZ: Thank you very-muqh,_John.' I
think I might apbeér somewﬁat as a mystery guést on the
agenda, but I'have been invqived in a lot of the vafious
testing énd-cgrtification proéedﬁfeﬁ, and how théy'operatg,

not just respect to occupational health and safety pro-

‘ducts, but a fair amount with the consumer product safety

N

cémmission and a lot of the problgmé-that.those folﬁs
got_into need to.be looked at and I'll try ahd point
some of the ways I think ﬁight help here.

I appreciate this-oppdrtunity to share ny
views tdday on sonte of the items that were put forth
by NIOSH on the subject of testing and certification.

The June 18£h notice of ﬁhis public hearing
coutlined four possible roles for-NIOSH‘in testing and
certification.of personal proteétive_eqﬁipméht and
hazard ﬁbnitoring instrumentétion;:

Selection of either a siﬁglé'option or even
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a combination of alternative approaches requires considera-
tion of a number of factors, however. |
What is the size and type of effort needed to
provide équipment_users with a high level of confidence in
the performance of their products? What personnel and
fécilities are needed to accomplish this objective within
a reasonable or acceptable time frame? And what type of
structure would best utilize all available resources.
| Although therissues and topics on which this hearing
is focusing specifically relate to respiratdr approval system,
that consultant's report recommendea the testing and certiji—
cation activities be restructured to include all personal
protective equipment and hazard monitoring'insﬁrumentation.
As devices of integfated design emerge, this broader scope-
is increasingly desirable. Most of the elements of a
restructuied resp%rator téstinq'and certification program
should therefore be broadly applicable ﬁo all PPE and HMI.
Three major components of the proposed testing and -
certification program - performance specification revision,
new product testing and ap?roval and field audit assessment
of in—service product performance - can be examined with this
brocader program scope in mind:

Performance Specification Revision and Development

Because. parts of 30 CFR 1l have long been recognized

as technological anachronisms there have been repeated

| attempts to upgrade existing procedures or develop new ones

by NIOSH itself, through contract work at LASL, by concensus

t standards organizations and other technical groups. These
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activities have entailed extensive laboratory testing and

data analysis. The situation has been much the same in

deﬁeloping performance test methodology in other product

areas, i.e., flammable fabrics. There is no reason to
believé that this will not be the case wifh respect to occu-
pational healthAahd safety products. 1Indeed, one of the
most w#nting characteristics in current performance test
methods is demonstrated interlqboratory'reprodueibility
of data. |

Consequently an increase inﬁthe number of testing
facilities available fdr.participation - in at least the
final stéges of tést method develoémént ~ should be enéouraged;
Effective-managemeﬁt of in-house, purchased and contributed
technigal effort will alsp'be necessary to éséure-that revi-

sions and new procedures are technically sound, up-to-date

and become available in a timely fashion. Use of qualified

independent testing laboratories as well as NIOSH and manu-

facturers' in-house facilities may‘bé essential to handling

| this key program element.

The proposal by NIOSH to establish new or revised
performance specifications by the rulemaking ppoéess'should
be examined closely in view of the agency's history of
previously unéuccessful attempts to change even uncontro-
vérsial ﬁaterial in 30 CFR-1l1l. Alternafive approaches for
establishing updated performance specificationsrappear to

be needed.

-
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New Product Approvals

NIOSH proposes discontinuing certain review proce-.
dures which are now part of the testing/certification system
but would continue certifying new products and publish results
of approval testing conduéted by NIOSH. The Consultants'
Repbrt emphasized the need to assure users of'product relia-
bility in service. New prcduct approvals would better meet
this goal if certification were based, at least in part, on
the results of field audits of product performance after an
initial or trial use period. This could bé achieved if
manufécturers' were to stipulate that products met minimum
standard performance specifications and provided the initiél
product performance test data oﬁ which this claim was based.
Some mechanism for veriffing manﬁfacturefs"claims might be
neéded ;6 that users could confirm tﬁat néwrproducts-can be
expecfed to perform adequateiy during the tfial peridd
between produét introduction and successful completion of
an iﬁ—service field éuditf

- This aﬁproach would utilize NICSH and manufacturer
in-house testing facilities and persohﬁel somewhat ‘more |
efficiently than.the present system by eliminatihg'dupli-
cation of initial performance testing of new products. If
necessary these resources coﬁld be augmented by the services
of qualified'indépendent testing facilities.

Field Audit Assessment of In-Service Product Performance

An effective field audit program would go a long
way towards providing a higher level of confidence to users

of occupational health and safety equipment. . Performance
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data would be particularly meaningful 1s the audit program
involved testing multiple units of a specific product, both

as purchased and after the product was placed in service,

'against standard performance specifications and perhaps

against proéoséd new performance requirements. BAnalysis of
the type and frequency of.functional product deficiencies
found in field audits Qould assist in setting pribrities
for tightening and/or redirecting manufacturer in-house

quality control, developing new product designsAor perfor-

mance criteria.

| A well-organized aﬁd cbmpletely detailed field
audit protocol should be developed, offered for publiq
comment and reviéed as necessarf prior to adoptioﬁvas an
operating plan. This protocol_should‘iﬁclude'product
samp;ing procedures, compléte, by typé‘of product descrip-
tion of specificgtion and performance test methods on which
the audit will'bekbased, mechanisms for identifying in-service

product performance inadequacies due to misuse, abuse or

improper maintenance, description of the process for publishing

results of field audit, provisions for varifying contested
field auditldata, options for including propbsed or tentative
test methéds as part of the performance audit, procedurés for.
assuring removal from service of unreliable or technically
unsound products;. |

While tﬁe extent to which_the-services of qualified
léboratorieé-other than in~house NIOSH and manufacturers.

facilitiés would be needed in éonjunction-with the fiéld
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audit program is uncertain at this point in time, restruc-
turing of testing/certification activities should ﬂot preclude
either their.existence nor ignore their usefulness.

I would'like to point out here that the Consultants’
_Report suggests that the Consumer ProductVSafety Commission
operating system be examined for applicability to testing
and certification of occupational health and safety products,
as many of its féatures'closely parallel thosé needed here.

I have only a few additional'comments,-which relate
more directly to speéific issues raiséd by NIOSH in connection
with cufrent practiceé in its operation of the respirator
testing and certifiéatiqn program. |

Unpublished Test Requirements

NIOSﬁ is proposing to discontinue the current prac-
tice of acéOmmodating new equipment designs by basing apprﬁ;
vals on special unpublished test rquirements,,which have ﬁqt
had the benefit'og public scrutiny. This recémmepdation
highlights the need for an 6perating pian which encourages-
innovation while:retaining the safeguarding érovisions of
uniform performance evaluation. Perhaps ﬁhis can be achievéd
by including in the restructured testing and certification
program provision for "conditional" or "temporary" approvals.
These could be based on the results of both non-standard or
tentative test procedures and_limited scale field evaluatidné.
Complete details of testing; field ‘trial protocol and data
analysié on which any apprqval is based would be published as
a condition of approval. At this point the éérformance
specification development process could be relied upon to

~ABL ASSOCIATES, Inc.
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upgrade tentative test procedures and criteria to full

- acceptance. Successful field audit would remain a require-

ment for final approval.

Witnessing of Approval Tests -

NIOSH has proposed that appiicants no longer be
allowed to witness approval testing of their products
because.testing personnel feel pressured by the presence
of witnesses. Test methods so subjective in-conduct or so
highly ﬁariable in results that the presence of witnesses
can materially influence the ouécome should be eliminated
in the pfocess of revising performance spegifiéations, Iﬁ
addition testing of multiple units of the same prddﬁct
should dilute poséible observer interference to a negligible
level.l'Until the wide latitude in test conditions and high
number of unspecified variables which exist in current certi-
ficationrprocedures have been eliminated, the provision

N

permitting applicants to witness product approval tests

should be ;etained{

Duration of Approvals

As a practical matter the'dufation of final approvals,
reapprovals'and temporary or conditional approvais may have
to be goverhed by the availability of product testing and
data publishing resources.

However, all approvals should be limited in duration.
Approval duration might be tied to the extent upon which the
product is dépended for Survival, health or safety protection -

the greater the reliance, the shorter the approval duration.
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Group Testing of Respirators

This has beeq proposed by NIOSH in an attempt to
organize the testing work load and to accelerate product
approvals. Testing of the same types of products in a groué
would offer the additional advantages of off-setting within-
lab vériations in test conditions and placing product. testing
on a more comparatiﬁe basis. However, use of an approval
testing application "time window" could result in
| (1) inadvertently'controlling, in the short term,

_the type and number of new products available
to users; |

{2) unintentionally excluding, sbleiy §n theAbasis.

of timing, competing products from the approval
testing-scﬁédule for a significant period of time.

(3) unwittingly frustrating occupational heaith aﬁd |

| safety enforcement timetables by delaying appro#als
of neéded or especially desirable products, parti—l'

- cularly if only a singlé facility can provide the
'neéded service.

In Conclusion

One last comment. Since the restructuring of occu-
pational-health and safety products testing énd certification
is so complex I recommend that specific procedural options be
develope& for each key program element and the transition
ﬁhase from current to restructured operation and that these
be offered for public comment. Each opticn should be presented
with an analysis of its probable effectiveness in meeting the

objectives of testing/certification and an estimate of the
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‘personnel and facilities resources required to carry itrout.
NIOSH might recomménd adoption of one of these options, but
should also provide an explanation of its reasoning in making
the selection.
Thank you.

Some of this procedurai suggestion is related to
the way the Consumer Product Safety Commission has evolved
some of its systems. It has been somewhat'cumbersome, but

it has worked, I believe, in an equitable fashion for them,

-and I think that it might serve a gdod purpose here.

Thank vou.

DR. MAY: Thank you, Carol. Are there any quéstions

or comments concerning her statement?

MS. DUPRAZ: Thank you very ﬁuch.r

DR. MAY: Thank you. Okay, the next speaker on
the program, youf\progﬁam, is listed as Scott Aviation,
Lancaéter, New York. A presentation for Scott will be made
by Rob Sere, Director of Engineering. Rob?

MR. SERE: Good morning still. Scott Aviation
welcomes this opportunity to participate in a public meeting
that is coﬁvened to receive public_comment on the role of
ﬁIOSH and testing and qertifying personal protective equipmen£
and ﬁazard measuring instruments. |

I'm Rob Sere, Director of Engineering. for Scott
Aviation Division of the ATO incorporation.

Now, Scott's products are presently limited to

respiratory protective equipment and hazardous measuring

instruments.
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We are, of course, interested in all aspects of
the fégulatory climate as it affects the industria1 state
equipment -- industrial safety egquipment industry.

This is especially true since what is done by NIOSH
and OSHA is beginning to affect other-markets of prime
interest to us, namely-ﬁhe military, aviation, public
service communities and some foréign nations,.all of which
utilize similar apparatus for personal protection and life
support, and are not necessarily'covered_under'the.OSHA Act.

I'd like to direct some attention to the
unfortunate development of what seems to be an adverse
reélationship between the respiratdr manufacturing.
industry and NIOSH in general, and the DSR in Mofgantown;-
in particdlar. | |

Speaking from Scott's stand?oint; our association
with the Bureau of Mines, and NIOSH-DCLﬂpersonnel had
always been one of friendship and cooperation in aéhieving
our mutual coal of improved protection for those neéding
proﬁéctive breathing appératus, and hazard méasuring-
instruments. _

That is‘until about the last 18 months to two
vears. |

We deplore this change, and fervently hope that

what goes on here today and tomorrow and yesterday will

ABL ASSOCIATES, Inc.
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the regulatory climate as it affects the industrial
_state equipment.e—_industrial safetv equipmeﬁt indus—
try. |
This is.is'especially trde since what is done
by NIOSH and OSHA is beginning to affect other markets
‘of prime interest to us, namely the mllltary, av1atlon,
public service communltles and some forelgn nations,
all of which-utilize'similer-apparatus for persdnal
protection and'iife sunport,'and are not'necesearily

covered under the OSHA Act.

I'd like to dlrect some attention to the
unfortunate development oﬁkdhet seems to pe an ad-
verse relationship-bétween the respirator menufaqeuring
industry and QIOSH in general, and the DSR in Morgantown,
in pé:ticular.. |

Speaking from SCott;s etandﬁoint,eedr'essociation
with the Bureau of Mines, and NIOSH—DCL persondel.had

always been one of friendship and cooperation in

achieving our mutual coal of improved protection for

- those needing protective breathing'apparatus, and hazard

measuring instruments.

That ie until about the last 138 modths to two
yeafs. o , "

Wle deplore this change, and feryently hope that

what goes on here today and tomorrow and vesterday will

ABL ASSOCIATES, Inc. o
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lead to a rore workable and beneficial relationship.

The June 18, 1980, issue of the Federal Registef'
and therconsultantls report of November 21, 1979, provides:
a fertile field for corments. While our viewpoint may
be identical ér éimilar to othérs presented here, we
would liké to présent our fécommendétibns and commeﬁts
as follows -- and ;'m liﬁiting myseif here to respiratory
protection and iﬁs equipment, which is Sc@tt's main
concern at the éresent time. |

As menbers of the iFCA, we generally concur
with ana supp&rt most Gf therpbints made by Mr. Wilshire
vesterdav, but it seems, from nmy standéoint,'the consi-
deration'éflmany of the:pértipeﬁt factors, including
what we knbw of the applicéble 1egislation,‘that NICSH
does pot reall?’belong in the regulatory role. |

_Research on the neéd for aﬁd extent of respifatory
protection, plus development for performance criteria
for respiratory protective devices éhould be their
riain NIOSE role.

.OSHA is the basié reéulatory agencv, and the
reguirenents for the use of'protegtive equipment aﬁd
the degree éf protection to be'provided is definitely
in their area. |

What seems like possibly a viable alternative

to present procedure would be for NIOSI, OSHA, whoever --—

ABL ASSOCIATES, Inc.
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however it happens to work oﬁr, assume a modus operendi
on apparatus approvals that is patterned after another
regulator agency, the Federal Aviation Adninistration,
who has a new procedure for the issuance of what they

call technical standard orders, which is one of the four

methods by which materials, parts, processes or appliances

- may be approved for use on aircraft.

Certainly, the need fér éafetyAassurancevin
aviation is no less than that in respiratory proterribn
equipment. | | |

Following are some exceprts from the revisions
ro-the TSO authorization procedure as reported ﬁn the
Federal Regrster én June 9, 1980, and I will also .-
probably make some editorial cormments and omit some
of the voluminous detail which appears in the Register’
notice.

One of several methodé of 6btaining approval
is by designing and testing an article, material, partr
process or appliance in accordénce:with the-TSO which

contains minimum performance and quality control stan-

dards for a specific article.
The standards for each TSO are those the
administrator finds necessary to ensure that the article

concerned will operate satisfactorily. Since compliance

with a TSO is only one method of obtaining approval, the

ABL ASSOCIATES, Inc.
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standards contained in the st are not mandatory but .
are only an optional ﬁay of obtaihing approval for a
particular article. |
For example, an applicant can obtain apéroval
to deviate ffom a particular TSO if it éhows the design
feature provides an’equivaleht ievel of safety.

A TSO is not a standérd of genre or particular
applicability desiéned to implement or prescfibé law
or poliéf. It does hqt fall ﬁithin the definition of
Arﬁhaconfained in tﬁe Admiﬁistrafive Pfocé@dre.Act, 5 UsC
55-51. | o |

There is ho requirement that-a,TSQ_bepubliéhed.
in the notiqe of proposed ru;e_makihg in theﬂFederal_
Register. Future TSO's will, Ehrough incorporation byv
reference, make maximum.practicél use of voluntary |
standards as defined by the Office of Management and
Bu&get circular A—llé.

By definiéion of the OMB circulér A-119,7
vbluntafy standards are established'genera;ly"by_
thélp:ivate sector, voluntary standards body and are
available by use by ény'person or organizatibn,.private

L]

or government.

Thé term ihcludes what are commonly referred
to as industry standards as well as concensus standards.

Voluntary standard bodies are nongovernmental bodies

© ABL ASSOCIATES, Inc.
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104
which are broad—based, multi-membered, domestic and
.muiti—natioﬁal organizations including, for example,
nonprofit organizations, industry. associations of pro—'
fessional and téchnical societies which deﬁelop, establish
or coordinate voluntary standards.

AFAA has determined for the reasons stated in
notice 79-15 pubiished in.the Federal Register of
October cf 1979, that in the inte#ést of.safety, it
is'apprépfiate fo édopt né& pﬁblic procedﬁreé to facilitate

-

the issuance of TSO's for.specific articles uéed on
air;raf;s.'
| I.note that ittbok_ff@m'qcéobef '79 to June

;QO iﬁ this particular dase.to get frqmproposed':ule—.
makingtorulejmaking. N

The_safetﬁ aspect of this rule-making is
'pérticularly iﬁpo;tant. The fact-that TSO's have become
part ofrthe complex regulatory strﬁcture of the fAA
has caused substantial lag time between regulations
and the state of technology. |

This procedure —-.proceaural change should ad-

vance bv months, even vears, the implementation of

technological improvements in the U.S. Aviation Systen.

This kind of a statement also applies with what has

happened with the CFR 30-Part 11, becoming embroiled

in the regulatory process.

ABL ASSOCIATES, Inc.
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Interested persons have been afforded an
6pportunity to participate in the niaking af these
amendments to the limiﬁ.—— particiéate in making
‘aﬁendments and due consideration was given to all.
concgrned presented.
Significant comments réceived in response to
this notice were discusséd.below. I'm not going to
go into all the comments that wéré listed in that
particulér;notice; |  "1 | I
The amendments were consistent with the agency's
‘responsibiiity to review the'éoﬁt{ﬁued need for feéula-'
tion and the.need to eliminaﬁe unnecessary regulation
by eliminating TS0's from the regﬁlations previougly
published injsub—part B of 14 CFR part 37.
In making them available through multiple-pQO-
cedures beloﬁ, the FAA has improved the availability
of TSO's and make it easier for the public_to lbcate

the most up-to-date standards. \

In addition, by removing:TSO's from the agency's
regulatory process, the tlme avallable for other matters
w1th1n the regulatory system will be 1ncreased This
will enableAthe.agency to respondginra more timely
manner to other issues submitted by the public.

This improvement in the‘regulatorg process to

be more responsive to the public is consistent with

ABL ASSOCIATES, Inc.
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executive order 12044 issued by President Carter on
March 23, 1978.
| Public procedures: The following is a public
procedure in detail the FAA will use to develop and
issue final TSO's for specific articles used on civil
airqraft. The FAA will continue to develop draft TSO's
and will continue to ﬁse, by reference, in the TSO
documents prepared and issuéd-by organizations'such as
the Radio Téchnical.Commissibn foi ierdnautics and Society
of Automotive Engineers and others.

Notices of these meetings -~ RTCA and SAE meetings --

and invitations will continue to be published in the

Eederal_Register. This will,aliéﬁ'pﬁbliclparticipation
in the early stages of developmehtf

Anf inEerested person may request the adminis-~
trator to revise or_i;sue a new TSO by-submitting a

description of the revision sought or description for the

- new article for which the TSO is requested.

' The FAA will use several methods to enéure that
the public is afforded early opportunities to take part
in the TSO decision-making proceés.

A draft TSO Qill be.circﬁlated fbrlpublic comment
through the use of mailing lists. Any individual or
organization can tequest to be placed on the mailing list.

All those in the list will receive drafts of each TSO. In-

ABL ASSOCIATES, Inc.
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addition, in Advisory Circular 20-110, Index of Aviation
Technical Standard Orders, will list those TSO's,the
FAA anticipates will be issued within the succeeding 12
months. | |

The advisory circular will also-liét each current
TSO_and.provide information on how to obtaihrcopies of
those desired.

Finally, thé FAA will publish periodically a..
notice in the Federal Registér of each pfdposed TSO
‘and a notice o? how to obtain a copy, but will not publish
the TSO itself in the ﬁegister. |

B Omitting details on the process to obtain -- get
on that mai;ing'list. | |

When theré has been a proposed TSO publicized by
Ehe methods de;cribed,lall comments feceived are on‘
or before the closing date. Commeﬁts wiil be-considered
just like in the rule-making progeés.

All comments will be available both before and
after the closing date for comments fbr examination by
interested persons at the FAA location and oﬁher places.
Copies of the final TSO will be hailed to ‘all persons
on themailing list as in the past.

Doeuments were érepared and issued by the
organization ﬁhat afe incorporated by referencé, and the

TSO will continue to be available to any interested person

ABL ASSOCIATES, Inc.
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only from that organization. B
Final TSO's will nét-be published in the Federal
Registef. |

Copies of all.draft and finals are available .
at FAA headquarters. In'stmary, the #ew procedure
has numerous opportunities for fhe'pﬁblic to participate
in the'develépment of each TSO."

These are the participatibn_ofrdevelopment of
~the documents preéared by induétry organizatioﬁs which
the FAA may uée by réference,rmailing lists, circulate
draft TSO's to'the publié for comments, and advisory
circulatory liéts to the -4ﬁartherpubliq each TSO and
the FAR aﬁtiéipates will be issuéd within the succeedipg
12'month§;hnot}ée'ih the Féde:al'Register announcing the
availabiiit; of each draft TS0, and in&itgtion_for cbmmgnt
and at least 90 days to suSmit cSmment.

NIOSH and OSHA might well consider establiéhing
a similar communications nétwork'if they do or do not
follow these particular sugdeéﬁions we're making here(

Some-especially pertinentséctions are given
as follows; on réporting of'failures, malfunctions and
defects: Excepﬁ as.provided in paragraéh D of this
section, the holder of a tax certificate including a
suppleméntal—t?pe cértificate, a pafts.manufacturing'

approval or a %S0 authorization where the licensee.of a

ABL ASSOCIATES, Inc.




oo ~3 O

O

10
11

12

13
14

15

16

17
18
19
20

22
23

24

- 25

109
tax certificate ——-these are the four methods by which
FAA approval cah be obtained dn anyrairaraft device --
shall report apyfaiiure, malfunction or defect in any
product, part, pracess‘or article manufactured by it
‘that it determines has resulted in any of the occurrences
listed in paragraph C of this section.

VThe_holder of ‘a tax cerﬁificate, iﬁciu&ing aup-
plemental'tax certificate and so forth, shall report
any defect:in any product, part or article:manufactured-
by it that has . leftcit's Quality-cbntrolléystem, and
that it detefminés-could result in anyum&tﬁe-occurfencés
listed in paragraph.c of this aeéﬁion.

Paragraph C lists a whole bunch of typical
failures or defecté in aircraft whicﬁ'are'pertinent to
aircraft, and ;'won't éo_into detaii except to mention
one of.tﬁeﬁ, which is the accumula;ion or circulation
of toxic or noxious gases in the graw;compartment oxr
passenger cabih of an aircraft as being a typical one
that reqﬁires'reporting by thé manufactﬁrer totthe FAA.-

A failure or a -=- wait -- D, yeah. The reporting
requirements.of this paragraph do not apply to ane,
failures, malfunctions or'daféctszthat Ehe'hdlder of a
tax certificate, including a supplemental tax certificate,
parts manufacturer, PMA, TS0, authorizatioa or thé

licensee- determines to be caused by improper maintenance

ABL ASSOCIATES, Inc.
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or lmproper usage, and those that were reported to the
FAA by another person under the Federal Av1atron
Regulations,'has already been reported under the Acts
and reporting provision in part. 430 of the regulations
of the Nationsl Transportation Safety Board.

There are also a number of references to what you
do on reporting defects to -- in foreign supplled eguip~
ment. |

Each report required hy'this section shell be
made to the FAA reglonal offlce in whlch the holder
is located within 24 hours after the holder has detern1ned
that the failure, malfunction or-defect requlred to be
reported has occurred, except that a report due on ah
Saturday or Suhday may be delivered the following ﬁonday;'
and one dde oh_a holiday mey be deiivered the next |
workday.

it shall be transmitted in a manner and form
acceptable to the administrator by the most expeditious
method available, and shall include all kinds of informa-
tion that are necessary such as the aircraft serial
number, the failure, malfunction or defect, and product
nodel, part number, serial number and so forth, the
nature.of the failure and'malfﬁnction or defect;

Whenever the lnvestlgatlon of accrdent or service

difficulty report shows that an artlcle manufactured

ABL ASSOCIATES, Inc.
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under a TSSO authorization is unsafe because fhe nranu-
factﬁrer designed defect, the manufacturer shall, upon
request:to the administrator, report to the administrator
the results of its investigation and any action taken
or proposed by the hanufacturer‘to correct that defect.

| If action is required to correct a defect in
existing articles, the manufacturer - shall submit
the data necessary for'issuance:of appropriate air
worthiness directive.

I don't know whether'you've ever heard'of that

B ¥
before -- AD --.air worthiness direetive} the chief
.of the engineering branch or inlthe case of the western
region, the chief of the Aircraft Engineering Division
of the FAA in Los Angeles. |

These air worthiness directives may eall for
inspection, repair, correction or replacement of the
part with a new design, if necessary; and call for a
schedule or whatever is necessafy to achieve the
desired: level of safety.

21-305, approval of materials, parts and so
forth, appliances - under technical standard order
issued by the admihistrator consists a list, Their
circular 20-110 contains a list of all the tecﬁnical

standard orders that have been approved so far, and

they technical data is. there for yvou to make application

ABL ASSOCIATES, Inc.
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to get approved 4nderneath those particular sets of
specifications. i |

There ar% a number of references to the procedure.
required. Thet%chnical standard order referred to in this
part is issued b% the administrator and is a minimum
performance standard for séecified articles for the

purpose of this subpart. The article'means materials,

parts, processes (or appliances used on aircraft.

The TSO authorization is the FAA design and

' production approval issued to a manufacturer of an article

which had been found ﬁo meet a specific TSO.
~An article manufactured undér Tso-authorization;
rAA letter accepfance or appliance manufacturer under a
letter of TSO design approﬁal described in 21-617 is
an apprdved aréicle or appliance for purpose of-méetiﬁg
the regulations of this chapter that require the article
to be approved. |
An article manufacturer is the person who
contrdls the desilgn and quality of the article.produced
or to be produced in the case of an applicatidn. In-

cluding parts within any processes or service related

to them that are |[procured from outside scurces.

The admiqistrator does not issue a TSO authoriza-
|

. . d . ey ey .
tion 1f the manufacturing facilities are outside of the

country, except under certain circumstances.

ABL ASSOCIATES, Inc.
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Except as provided in paragraph B of this

section and 21-617C, no person may identify an article

with a TSO marking unless that person holds a TSO

authorization

and the_article meets the applicable TSO

performance standards.

There

can no longer

is.a list here of obsolete'TSO's which we

L3

uﬁe_becauseathe adminiétrator has. de-
|

cided that they |are no longer applicable to preéent—

-day technology.

| S '
Manufacturer and authorized agents shall submit

an application for a TSO authorization, together with

the following:

documents to the chief engineering and

manfacturing branch, Flight Standards Division,for the

region in which|the applicant is located or in the case

"Division.

a

_of'thé western xegion, to the chief, Aircraft Engineering

A statePent of conformance certifying that

the applicant has met the requirements of this subpart,

and that the ar%iclé concerned meets the applicable

TSO that is effective on the date of the application

for that article.

One copy of all the technical data required

in the applicable 7SO and the actual TSO itself gives
o

|
a great deal of detail on what nust be provided.

A description of its quality control system

ARL ASSOCIATES, Inc.
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in the details specified in the act,. in complying wiﬁh
this section, the applicant may refer to current guality
contrel data filed_with the FAR as a part of the previous

TSO authorization application,

On a series of minor changes in accordance

with 21-611 as'anticipaﬁed; the applicant may set
forth in ité applicétion the basic model humbef bf the
article, and the-paft nunber of components with.open-
bracketé after it to denote that'suffi# change letters
or numbers of,dombinatidnsrof them willvbe added from

time'to tine.

After receiving the application, other documents

required by parégtaph A of the section to substantiate

compliance with this part, and after determinations

have been made of its ability to_producé dupliéaﬁe
articles under this part; the administrator iszues
a TS0 authorization, includiné all TSO deviations granﬁéd
to the applicént.to identify the article with the
applicable TSO marking.

if the application is defiﬁient in aﬁy way, the
appliéant mﬁs£, whenrrequestedrby the administrator,
submit additioﬁal information necessary to show compliance

with this part.

If the'applicant fails to submit the additional

information within 30 days after the administratorls

ABL ASSOCIATES, Inc.
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lication is denied; and ﬁhe appiiCa-'
ied.

teresting that the administrator issues
ations within 30 days after receipt

information has been requested within

30 days after receipt of that information, either approves

or denies within

30 days. That would be great for a

Each manufacturer of an article which has a

T80 authorization issued under this part shall manufac—

ture the article

in accordance with the part and applicable

- \
required tests, inspections and- establish

and maintain a_qmality control system, adequate to ensure

that the article

meets. the requirements of this para-
condition for safe operation. Prepare

each model of each article for which

a TSO authorization has been issued, a current file

of complete, technical data, and records in accordance

with 21-613, and

article to which

permanently and legibly mark each

this section applies with therfolloﬁing

information: name and address, manufacturer, name,

type, part nurber,or model designation of the article,

the serial number and/or date of manufacture of the article

or both, and the

applicable TS0 number.

There arersome other parts on deviations which
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are granted in the case of equivalent safety levels.
Then we get intoidesign changes.

Minor chénges by thé manufacturer holding a

TS0 authorization =- the manufacturer of an article

. under an authorization issued under this part may make

minor design changes,'ény change other than a major

change withoﬁt a_fufther approval of tﬁe administrator.
In this case, the changed article kéeps the.

original model number;. The'paft nuﬁbérs may be used

to identify minor changes. And the manufacturer shall

forward to the appropriate chief engineering and
: |

rnanufacturing branch or, in the case of the western

.

region, the chief aircraft engineerinc division any

¥

revised data that are necessary for. compliance with

the original TSOf
|

B - majoF changes by manfacturer'holaing a TSO
| : .

authorization, a#y design change by the manufacturer

that is extensivé endugh t0o require a substantially

-complete investigation to determine compliance with a

|

TSO is a major éyange.
T
Before mgking such a change, the manufacturer
shall assign a new type of model designation to the

article and apply for a new authorization..

Changes by persons other than a manufacturer --

suprisingly enough, you can do that in the FAA -- no design

- : ABL ASSOCIATES, Inc.
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changes by any person other than a manufacturer who
submitted -- who is eligible for approval unless'the
person seeking the approval is a manufacturer and
applies under 21605 for a separate authorization.
lPersons other than the manufacturer who may
obtain approval for deSién changes. under part 43 or under

'applicablé air'worthiness requlations. They allow

people to modify airplanes.

Record—keeping,,holdef‘of a TéO authorizétionr
shall keep the followingrrecérds at his faétory -- a
complete anducur£ent technical data file fdr each type
of model, including design drawings and specifications;
complete and current,inspecﬁion records showing that
all inspectioﬂg and tests required to ensure ;ompliance
have been_proPerly completed and'dOCQﬁented. Shail
retain records as léng as he makes the article, and
if he goes out of business, he will forward those
records to the FAA,

FAA inspection - upon request of the administra-
tor, each manufacturer of the article under a TSO
aﬁthorization-shall allow theradministrator to inspect
any article maniufactured under that TSO authorization,
inspect the manufacturer's qua;ity control system, witness
any tests,.inspect thg maﬁufacturing faéilities and

inspect the technical data filed on that -~ on those

ABL ASSOCIATES, Inc.



- 10

11
12
13
14
15
16
17
18
19

20

22
23
24

25

118

articles.

The administrator may, upon notice, withdraw
the TSO authorization or letter of TSO design approval
of any manufacturer who identifies with a TSO marking
the article not meeting the performance standards of
the. applicable TS0, and TSO'# aie not transferrable.

If NIOSH, OSHA or. whoever should'adopt a program
which parallelé this TSO ptocedure,-it wopld,.in
effect, be implementing a.proceduré similar to alternate

4 as described 'in the Federal Registér notice of June

18.
This self-certification program wouid'alldw
tﬁe manufacturer who has sﬁfficieﬁt resources to do
aﬁd éertify his own test work in his own labbratbry. It
would not prevent those who do not have those reséurces,
from contracting the work to a third-party laboratory.
Those third-party laboratories coul&, of course,
be subject to WIOSH-OSHA certification if that is
deemed necessary. Certainly, NIOSH would have the
authority to survey the manufacturers teét facilities
for adequacy just like the FAA does.
NIOSH, in-issuing the approval letter, after
the submissién of the application by the manufacturer,
ﬁould review the design, the performance data and quality

control information submitted as in the TS0 procedure.
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NIOSH-OSHA could take any nécessary steﬁs. |
-td satisfy itself of the adegquacy of the product and
the ébility of fhe manufacturer to build-the device
and control its quality and di?tribution.

The field audits, which have been so thoroughly
discussed, could also be conducted as necessary. As a
company who,has, over the last.40 yeafs or so, been
in the life support equipment business, has had to deal
with the standards, specifiéaticns, certificétions, .
approvals, qualificatidns, et cetera, of thé United
States aﬁd foreign military agencies, the FAA,‘the FDA,
the'Bureéu of Mines, NibSH, Coast Guard, and all the
major aircraft OEN'S}.and some_of them are éretty.tough,
Canadian Standérds Associationf Department of Transpor-
tation's Hazardous Materials Sectidn,IUnderwriters ;nd
factory mutual laborétofies and proﬁably;a few others
that I can't remember, Wle feel that the FAA's new
systenm probablf will produce the best results.

It provideé a degree of control which can be
made appropriate to the situation, and yet'is fiexible
enouéh to perﬁit rapid distribution of neﬁ technology:
and approved designs to the.using public, something
which is Certainiy not happening very rapidly'ét the
éresent‘time in the NIOSH-TCL situation. =

Thank you very nuch.
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DR. MAY: Questions? Thank you, Rob. Are
there anv questions, commenﬁs? Dr. Ophold.
DR. OPHOLD: Jim Oﬁhold, HIOéH. I think that
we are very interested in your commentsAahout ‘the FAi‘s
newxway of éoing things. |
MR. SERE: It's not necessary new. It's just
been revised signifiqéntly by this latest issuance of
the Federal ﬁegister.-
DR. OPHOLD: And I thi_nk. that NIOSH will certainly
look into that.‘ I think élsd itfs_understooﬁ that
scrme of theée procedutes that FAA has had are beinq
cﬁalienged, and I don't know whether thesé are not,
but.that isg éomething that we would all want to look at.
I guess not appearing to be defensive in. this
but vou made the comment at therbeginning, something
about friendship and cooperation, and'pargicularly'the
last 18 months to two vears.
Théﬁ just so happens to be the time frame that
I've been director of theLSafety Research, and I'd like
to indicate a-few things théfrhave héppened,
g I'm notrﬁarticularly challenging, perhaps, the
friendship part_of that as much.aﬁ the cooperation. And
I want to gd on reéord to-indicaﬁe some of the'changés
that{have beén nade in the tésting,énd certification

branch during this time.
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I think that -- to make the analogﬁ.somewhat-
like-playing football, and I played that nine years.
And we can be friends, Rob, off the field but when you
put on the oppésing suit and go out to play, I'm going
to give it evervthing I have to block, tackle, and
score. '

It's not the same. I know anaiogigs are poor;
Wie hope that we can do this in a cooperative manner.
And I think we have. -And I'm going to cite a few
examples of where we've exteﬁded‘ouréelf to do this.

But the first point I'd like to make is that
changes have.been -- we are Qriting protocols. We
héven'ﬁ got them putlished, but protocolé are being
writﬁen.l I came in two vears ago. I found out that
very few tﬁings are written down. I initiated this énd,
of course, we got into a lot of problems with staff and
so forth, that we are slow in doing this, but this is
being done.

Our records, data and tracking system intérnallyf
are being compﬁterized so that we don't ﬁave the subjective

faults or errors that enter in that come with human

handling of these types of things.

The second point, our internal review before
decisions are being made, is not being done by one person.
They are being done by a panel review, and obviously,
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that the branch chief has the final say. It now is

Mr. Ralph Touch.

But he has his experts give him advice, and
then he brings it to me with the full discussion report.
And I just want to go én record that this is now --
decisions are based, as we'think,'on fact and sciéntificA
data.

The third pqiht that I'd like to make is th;t
the staff within the tesfing_and certificatidn branch
is now nearly entirély devoted to respifatory testing
aﬁd cértification._ ﬂahavé cut back to a bare bone all
the..other programs -- in faét, nearly eliminated work
that was being done in a lot of other areas.

So I think that with our staff devoting nearly
full-time to the testing and certification of_respiratory
equipment, we are able to cut down the tufn—ardund timé
from aéplication from what used to be, from I understood
years ago from nine monthsito a year to-a.couple of years,
toa few weeks, in some caseg to a few moﬁths in the
maximum céée.

We think we've come a long way in that re-
gard.

| Thé other ﬁhing that wg've done within that
branéh is to establish a field feedback system. Now,

this is a rather meager effort. We have only had I think

 ABL ASSOCIATES, Inc.
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three or four people into this at-the presént time,

. but we do have a system now in ﬁlace.—- we haven't
advertised it very much, but we dc have a system in
place in which the complaints, users! concerns are
brought to us and ﬁhis is the type of thing'ﬁhat
would hopefully help out the people in Minnesota‘and
other places. |

| And lastly we belie&e that we're more responsive
to OSHA and NRC, MSHA, EPA, any regulatory agenéy that
we have to and should support.
I guess I'll have.to~turn to you, Rob, and ask
when and where specifically my branch, the braﬁ¢h and

division of safety research, has been not very cooperative?

. And I'm kind of surprised to hear that statement, parti-

cularly when_we had the problems with the Air-Pac,
Pressure-Pac II and IIA. I can remember seeing you in
my office on Sundéy evening working very hard.

And so I'd like to ﬁnow a few of these speciiics.

i MR, SERE: I don't want to get into thé specifics

at the present time, and I-don't think it is across
the board. There have just been, say, occasions when
we have felt that.we wére not having the same kind of
open discussion and-exchangg of ideas and communication’
that we had in previous years.

I think it is getting better, but I think that
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there has been tﬁisrfeeling by not only oﬁi people,r
but some of the other peoéle in this industry, and I
think that some of the comments that have come out in
this meeting have indicated that other people have sonme
of the same feelings that I have.

DR. MAY: Okay, another questioné

bR. OPHOLD: Okay, the next question I have is;
can you sgppiy_for the re&ord the'numbér of self-contéined
breathing apparatus in thé_fieié‘hanufactured bg-Scott?
And second part to that quéstion,lcan you supply for the
rec&rd_the number ofrse;f-coﬁtained breathing appafatus,
respirator? equipment of any qa#ure éhat the'Scott
Companﬁ manufadtures each yeaf? |

MR. SERE: I'm not in the marketing department,

so I don't have that information available. I could make

a guess. I don't think I'd better. I_don‘t know

whether Ross would want me to or not.

And, of course, there are very many models and
some of them go to ~-- in America to'the Fire Fighters,
the industrial—medical'laboratoriés and other places.
some of them go overseas so it's a little difficult for
me tq tell.

~ And as far as current-production, that is sort
of a COnfidential thing-With us unless our marketing

department wanted to give it to you. I certainly wouldn't
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give it to you, evén if I knew it, at thisistage df
the gane.

DR. OPHOLD; ‘Well; Rob, then I understand you
to Say that this infqrmation cannot or will not be
éupplied for the record?

MR. SERE: I didn't séy that. :I just don't --
I can't dé it.

DR. OPHOLD: Will marketing division --

MR. SERE:: I doubt i;..

DR. OPHOLD: My.question is still on the --

_MR;'SEREE In the case of spegific.deviCes-which
we're_invol?ed in, the stopfs&le last Qear; we-gave-us_l‘
the best estimate of what we thought was in the field.

For that particular device as far as telling the total

number that had been out and all models and all modifications

I dén't think_it Would be'veryieaéy-for us-to tell.

And as far as our current production, thatAis
kind of a.confidentigl thing Qifh almosﬁ anybody in tﬁis
kind of business. |

‘DR. OPHOLD: Jim Ophold, HIOSH again. I :emember
last year when we werergoing'through the modification
of the Aif4Pac, Pressure.Pac II and.IIA, your company
was able tb_estimate 250,000 of those units in the field. -

I would also like to ask'for the record, how

3

many of those units have been modified as of this date?
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MR.:SERE: Again, X can't tell you. It's a
number that our marketing departmént hés those numﬁers,
and I believe is in the précess'of reporting to you, at
least on a ~- some kind of.a repeating basis, the numbers
that have been --

Well, let me see. ;We-know how manv cards we
got back in requesting them. We knbw'how many we've
sent out and we know how mény cards'we've-gqtten back
to téil us ﬁhat;mople havefmade'the change. I don't
have the change. ‘

DR. OPHOLD: Can yoﬁ supply those for the
fecord? |

MR. SERE: I believe you are being supplied those
numbers by our marketing départment at the present time
so you caﬁ'get them from ofhér sourcés._ |

PARTICIPAﬁT: A corment for the record on that
point. A written response:as of one month ago was
supplied to Mr. Ralbh Touqﬁ in Morgantown, Virginia, and
I assume forwarded to your office, sir,

MR. BRENNAN : Thiszis Bob Brennan, Scott
Aviation.

DR. MAY: Are_theré any other comments for
Mr. Sere? Okay, if not -- okay.

MR. DUFFY: Rich l';)uffi-f_, Fire Fighters. This is

not specifically to Rob, but I guess also to John and Jim.
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There's a question and a difference of opinion, I guess,
from Yesterday and today that was talked about in many
of the testimony that wes given -- is the use of --

is NIOSH looking at used equipment in the field,and the
rationale behind it. | |

And I think fhat the ISEA and the manufacturers
here strongly rejected sgch a NIOSH program which, of
coerse, we feel is very mueh needed.

What'exactly-—-_to‘clarify‘it for the record, .
what exactly will NIOSH do with the test resulﬁs from
used equiément? Will it be peft of'the approval, any
pa;t of theﬂappfovai exerciee or will it be‘specificelly
to point our o? f£ind flawsein the field, whatever?

DR. MAY: I'll let Jim eem'ent on that.r 1'd
like to make a comment on that subject, though. The
_inseitﬁte feels that it is very vital that we do field
audit eqﬁipment, and that we pull used equipment as
well as new equipment to try to get a better understanding
of how well respiratory protective devices are holding
up in the field.

We're also very cognizent of the problems that
arise in the mishandling of equipment, in poor maintenance
of equipment and in other situations that would, indeed,
create bona fide coneerns about that particular device.

In other words, our testing something and said it
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‘failed, and that is the final line. We hgve realized
that we have to look at -- the state of the equipment.
And if it failed for reas;ns other than those, that
the manufacturer should béjheld responsible for, we;re
going to, you know, make those decisions and make that
information known. ;
qu purpose is.poélﬁo make it seernn as though
‘ever? faiiure in'the_field is;_iﬁdeed, related to the
manufacture of the devicei but i£ is an overall program
of trying to find out again what's‘being ﬁsed, how well
is-ié, in fact, being maiﬁtained; what the statﬁs §f
respiratory equipment is,’is it éroviding protection_
. It's a proéram} Iithink, fo make'all of us
better aware ofrwhat's out-and how well is it workiﬁg;
and I can;t emphésiZe too nwuch that we're aware of
maintenance problems and thihgs.like that, énd we'll
take those into consideraﬁion.
Now, what the program inteﬁds to do is to say

at this point in time with that data -- I'11 let Jim
respond to ﬁhat.

iT.. DUTFFYI: No, I agree with vou. You know

.our feelings on that, and I think there has just been
a misundérstanding of whaﬁ actually the used equipment

will be tested for, to the audience here and to the recoxd.
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Ve find lots and ;ots -— there's a lot of junk
outthere. There's a lot of equipment that hasn't been
maintained. I got a phohe Eall this morning where up
in British Columbia, one respirator, SCBA, blew off of
‘the rig. The bottle biew_bp.
Now, it could havg?beenr¥--hasn'F been hydro-

statically tested in 20 years, that may be the case, bﬁt

there is a real problem out there.

I g0 ip?o fire sta#iohsland find b;eatﬁing
apparatus held together with baling wire, finishing nails,
and you narme it. You see équipment that has been bastard-
ized'iﬁ.ﬁgjdr cities'that_ﬁave equipmeﬁt’where one
manufactureF'S'féée piece:was.used,_anothér manuéacturérfs
bottles, anbther nanufacturer's écrews from the regulator
and it's an eﬁo;mous probléy for us;‘

And I thihk.that‘s one of the needs for: a
government agency, and weéap't dp it. We-gét requests,
you know, almoét -- well, since the last two yéé?s; almost
daily on problens people aﬁefinding in the.field, and
I think it's an awful goodfidea,fér the government to
look at use of equipment. TSomebody look and specifically
look and test equipment out in the field to see how
it's holding up, ﬁo ddcumeﬁt problems wifh maintenance,‘
with fepair,'ﬁith engineering flaws, et cetera, and

I think we should try to clarify that for the record and
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for the people sitting here.
© DR. OPHOLD: T have got to say that I tend to
agree witﬁ your corments, Rich, and cerﬁaihly with
what dohnrhas said. _ i-
I will add this, ét the present time, we are
‘receiving these complaints and-when we wd_we.tfy to
p;ioritize what wg need tofdo about tﬁem; Obviously,
those complaints that havegﬁordo with £he inmediate
danger-to liferand-health ;ituations, we're looking into'-
ﬁhem very quickly, if at él; pdssiblé:‘
.Bﬁt‘what we are mainly éoing with those is
tr?ing to colleét thét inféfmation, and then if necessarvy,
we bégin to do our own invéstigatinq or .tracking down

to . what -- if thacomplaint:is a_legitimaté cbmplaint and

" then begin to work with the manufacturer to say, "Is

this a legitimate complaint orlnot?"'

Whether or not it's a regulatoror a hose or
what, we begin to do some york on our own,_brinéﬁthem
into the labs, check:them'éut oursélves, and also
simultaneously, work with ﬁhe manufaéturer to see whether
he's had any complaints -- the manufacturer has had
any complaints. |

Aﬁd jﬁst this lést?week, we haﬁ;a manﬁfacturer.
come iﬁ. Recogﬁized —the:said, "Yeah, we'vé,héd that
compléint; énd wefre going?to také care of this."
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For those of vou Qho are not familiar with
Project Fires, it's a federa; agency working with fire
departments develOping beﬁter safety personal protection

gear for fire fighters.

This particular suit here is made of Kevalar

'also so the fabric is tested and durable for a short

duration up to 900 and Someldegrees. Some of the tésts
that we fun on this have not panned out. There has been
a new product on the market fof reflective tape because
the product that's the state;of—the—art right now after
about three years of Qervice has given us some tr&uble

of crystalizing and burﬁing_and falling off the coat so
thefe is a new oroduct on the market, aﬁd we_did inse;t

it onto our prototype and it‘destrﬁyed itself onrthe first
fire.

This ecvuinrent, this reflective tape.is beihg
sold and sewn on fire coats‘today'at a cost of $25 to:$30
per fire cocat, and it does not withstand the atmosphere
of which a fire fighter works. . And you gén.see, it's a
lot cheaper to field test in small Quantities'with a few _
prototypes'thaﬁ it is to start selliﬁg it on the markét
and find out that it is not working.

The pants on the -~ pockets on the pants are
lowered so that when we put your breathing apparatus on,

the straps do not go across the pockets. We can still get
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And they're proceeding post haste fo take
care of it, aﬁd I think that meeting was held like on
a Wednesday, and they said'they would have all their units
locéted and taken care of -- or hot taken care of, but
located by Monday‘morﬁing.

And on an action plan that was satisfactorv to
us. We ﬁhink we've come a'long way in a lot of these
areas.

You_have to go Back & year ago br a little longer.
7e had no field feedback syétem in plaée; “ﬁerhavé that
now. We have a wav to indicate where some of the
problems are and how we beéin to érioritize_the things
Qe ougﬁt to look at, separétel? from the-teéting and
certification progran, I miéht add.

MR, DQFFY: And I'd;alséﬁlike to add that there
is a great need for publishing that'data,-especially

field audits or used equipment specifically for us so

other fire fighters know exactlv what's happening out

there with eqﬁipment that they may use or may want to
pﬁrchase, and it is of great value.

| Fire fighters today are becoming much, much --
since the Lubbock incident are becotiine muck, much more
aware of the_equipment they're using, the éroblems
assoéiatéd with it, and I think this added cognizance

of the fire service is certainly helping to protect their
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health. "And I'd like just to, you know, fully support
the field audit of used equipment. Thank you.

DR. MAY: Thank you. We are ahead éf the program,
and I';l ask your indqlgeqce to allow for a speaker who
is on the program for tomorrow to move his talk to.this
merning. |

It's a brief presenﬁation as far as the way it
is presented on thé prograﬁ; and weill allow him to

.give it today because I. think he has problems being

_ here tomorrow.

So if Mr. Scallone is with us now, we will move
‘up the talk listed at 9:30 on July 30th, and the speaker:

will be Albert A. Scallone, who is with Dayton T. Brown,

‘Incorpcrated¥ Bohemia, New York.

MR. SCALLONE: On behalf of my company, Dayton

7. Brown, I'd like to thank you for the opportunity you've

given us to offer your comments on the role of NIOSH and

testing and certification of personal protective

equipment.

payton Brown is an engiﬁeering and testing firm
which has con&ucted research, development and testing
yrograms on military and civilian personal protective
equipment for some 30 vears.

As an independént_laboratory‘and a. NIOSH research

contractor, we are particularly concerned about the subject
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of private laboratory certification for the actuél test~
ing and certification of reépirators and other proteétive
equipment.

In lieu of commenting on specific elements of
the Federal Register notice, we will offer as both
general.commehts on the NICSH program and also present
our opinion regarding certaih topics in the notice
and coﬁ;ultants report.

Over the pasf eight'pr so_years; we've méintained
close technical contact with the members of the NIOSH
testing'and certification brahch. Although we are not
equipment manufacturers.and have not beéq paﬁticipants
in the présgnt certification process, if is our opinion
that the testng and certification branch staff_has
been dedicated professional and téchnically astute in
execﬁting'their reésponsibilities.

We feel ﬁhat HIOSH, iﬁ assuming full responéibility
for standards developmgnt,?certification, quality assur-
ance and énforcemént, problems have been created.

It is our opinion that NIOSH has.ﬁssumgd too
much'responsibility, and that some should be transferred

to the manufacturing community. In order to affect

the transfer of responsibility at whatever level, we

recormend that NIOSH develcop and publish detailed

standardized laboratory test procedures.
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Such procedures should coﬁtain steé-by-step-
testing instructions ahd data sheets which will pro-
duce reliable data proveh'fepeatable through inter-
laboratory correlation_tes;s.

NIOSH has-expendediconsiderable effort in
evolving performance standérdé for respirators. :As
NIOSH is the sole ;esting ;nd certifying agency publishing
of detailed précedures has:not beeﬁ‘neéessary.

Unfortunately, without.sqch procedures, it may
be iﬁpossible'for NIOSH-to:relihquiéh some of iféA
responsibilities. _It'is'OUr oéinion,'for instaﬁqe; that
nanufacturers havg had to :ely:bn NIOSH to evaluate
prototﬁpeﬂrespirators because this ié the oﬁiy way that’

they may be assured that their final product would

pass certification.

Under the pfesent.éystem, manufacturars_ééﬁnoﬁ
be confident that pheir inhouse presubmission testing
and evaluation will produce the same result as .in the
NIOSH evaluation.

We feel that this has also affected .the two
other areas méntioned-in the potice. First, the number
of requests that NiQSH haé for manufactureré to witness

| . :
tests_is more than.likely;iﬁfluenced bv the manufacturer
as.béing less than confidépt that their laboratory

results will be replicated.
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Second, the situation where speciai unpublished
test requirements are used;by'NIbsH could not occur
if published detailed procgdures were required ahead
of time.

The lack ofrdetailed procedures also affects
NIOSH's ability to conﬁract for testing services in
order to lighten the bu:deh on their own staff.

Ihis brings us to ﬁhe subject of.private labora—
tory testing. We assumeAhére that the primary emphasis
in considerating this option.is for NIOSH to reduce
its internal operatipg costs and to deqreage-the_time_-
required for approval.

We feel that NIOSHséhould maintainlresponsibility
for field audit enforcement teéting‘regafdless,of who
performs the initial certiéication,testgsn-the manufac-—
turers theméélves, private laboratories or NIOSH.

We see two major problems in haying private
1abora£ories certify equipment. First, in defining what
a private laboratory is, aﬁd second, minimizing the
liabilities of the laboratory.

Based on our éast experience, we feel that it
would be very difficult for NIOSH to require that a
manufactﬁrer's own laboraﬁory or affiliate couid'not
be accredited to certify the eguipment. NIOSH méy-thus

be;faced with a situation where they wind up with the
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hanufacﬁurer's self-certification progran when'thié
may ﬁot be the desired outcome of a‘privaté laboratory
accreditation program.

In terms of laboratory liability, we concur with
the findings of the conéultants report -- the cost of
liability protection and litigation may very well out-
weigh any benefits derived 5y an indepenéent laboratory
certifying;the_equipment. |

We feel that due ta'thé nature éf the equipment
being certified and the aforemehtioned problem Areas,
:NIOSH-shouldremain_the sole certifving agency.

If NIOSH wishes to reduce the loading of its

staff, they should do so through requiring manufacturers

-to supply additional test data in accordance with NIOSH,

develop test procedures with;theirproduct submission

" or by contracting the services of independent laboratories.,

Thank you.

DR. !IAY: Thank you, Al. Are there any ques-
tions or comments? -Everybody is sitting there waiting
for lunch, and don't want to postpone it. No comments,
questions? Wéody?

MR. WALTERS: This basically is -- Woody
Walters, Minnesota Fire fighters.' Basically, what vou

are saying is the way that fire apparatus -- the pumping =-

the fire pumper is tested today, the manufacturer runs
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the test in the witnessing of UL.

This happened to be my job for five years.
The tester employed bv theibuilder—manufacturer is under
tremendous pressure by his boss-because there is a
$90-100,000 investment waiting to be delivefed, that
they are waiting for a payéheck for. |

And if I aﬁ the testerlunder the:orders of the
manufacturer, I will definitely do evérything -

(END TAPE II/SIDE I/BEGIN TAPE iI/sIDE 1I).

-- piece of fire aéparaﬁusras somebody neutral

like NIQOSH. I could care less what that manufacturer

says, and I will make sure that that unit passed the

tesﬁ Ehe'wéy it sﬁould pasé the test.

And I'm not saying that fire engines are not
being tested aéequately,lnt‘playing the role as a testing
person.eﬁployed by a manufacturer, you have tremendous
préssu:e that an independent testing person would not have.

MR. SCALLONE: That's a difficult statement

to try to answer except to first say, I don't think

‘'many laboratories would be in business if they were not

objective in the way they conduct their tests -- if

that's their business, testing.

If a manufacturer wants to, in some way, influence

the outcome of tests, that may be his business, but an

independent laboratory could not stay in business:if
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it did that.

I'm not totally familiar with the proceés that
you are referring to with the fire puméer testing, but
I think the issue that I wégrreferring to was more
concerned with what NIOSH Was buying by going to a
private laboratory.accredifatioq program, whethér or not
they're‘goihg to be getting totally indeéendeht labora-
tories or whether they'll be gettiné ﬁanﬁfacturers'
own laboratories. And, in{eésénce,‘a seiffcertificatiOn

process.,

DR. MAY: Any further questions or comments?

Thank you, Al.

QOkay, that concludes this mornings presentations,
and we will reconvene this'afternoon,at 2:15. Please
do not, as I said yestérday, use the facility here

N

before 1:15.

(Whereupon, the hearing was hereby recessed

for lunch at 1:;15 p.ﬁ., to be reconvened at 2115 p.m.)

1
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AFTERNOO N S ES S I 0 N

——--—-—_.._-——— — e o o — —

DR. MAY: Some of the people are definitely
not here, but I assume they will come back in. The
more important thing is that the speakers_éet their
comments on the reoord and;thatais, of coutse; running
‘from this pdiot on.

7 .

I would jﬁst like to start, beforeiintroducing'
the first speaker this afternoon, and make e-oomment
about the transcription. Anyoodf in tﬁe audience who
would like to ootain a vertetimlttanscript of the
meetlng should contact: ABL Assoc1ates. They are io
the District of Columbia. I'll give you a telephone
nunber. |

That's ABL ASsOciates. The area code there is
202, in_caee vou call when you go back home -- 223-0513.
Now, -ask for either-a Ms. émith or a Mrs. Zemorano -
Zha-m-o-r-a—n-o; Our.preiiminary'coﬁtacts with them
indicate that the transcript will run 10 cents a page
times however many pages thefe are.

They will, of course, not knoo how many pages
until'sometime tomorrow,_oot I think you can_safely_say
it won't be an exhorbitant fee because 10 cents a page --

The number, again; is 202—223-0513. Qur

t

contract .calls for, I think, delivery of our copies

within,seven days, so I assume that.certainly within two
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weeks of this meeting, they could have a cﬁpy to you.
Ckay, we';l préceed With-the program. Aﬁd
the first speaker this afﬁerhoon is Wesley J. Kenneweg,
product manager, Dist;ibutor Products Division, National
Mine Service Companv, Pitﬁéburgh.
MR, KEﬁNEWEG: Good afternoon.- My name is
Wes Kenneweg. I'm employéd as a pro&uct'manager for
National Mine Service Company. We'd like to éxpreés
our comments to the'proposed changes to the federal
certification of testing program for_respirato:s as
.noted bv NIQOSH in the announcement for this.meeting.
Number one, alternativeé to the existihg progran.
It is our belief..that the existing program should be
revised, but the testing and . certification should be
done . jointly by-NIOSH ard!IGIIA as is now the case.
MSHA and previous}y MESA and the U.S. Bureau of
Mines has a long history_of involvement in the approval,
and more impgrt#ntly, the.actual.use and applications
of respiratqry protective equipment in underground mines.
Their contributions to.the approval process
are, therefore, necessary and desired.
| Number two, performance specificaﬁions. e
have no objection to hpgrading the pefformance_specifica—
tiéns for testing of respiratory protective equipment

providing that these specifications are, in fact, realistic

ABL ASSOCIATES, Inc.
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and established through the rule-~making process.

One change that should be considered is a greater
emphasis on machine'teSting which would.give the applicant
end-user a nore precise guideline for actual performance '

.
requirements set forth for each respirator.

i

Three, qualitf control; It is agreed thgt an
in4de§th'review of an applicant's qualitﬁ control plan

is not necesséry providedithat the appliéant'does certify
that an acceptabie QC plan ié in place, and is adequaté
to ensufe product quaiity based on a criteria set by
NIOSH. |

There is also no objection to a field audit pro-
gram, assuming that NIOSH wili consider all the.rémifica—
tions of such a program once inplemented.

-One possible area‘of concern is testing of
respiratory protection ofhequipment and obtain in the
fiéld'against existing petformance criteria.

Is NIOSH suggestiﬁq that with each changé én—
actea to the performance criteria by NIOSH the.manufacturer
must, a, recall all his respiratory products and modify
them, if necéssary, to meet‘the new criteria; b, resubmit
all his resubmit all his respiratory products for re-

approval under the new criteria; c, in the case of use

equipment, be accountable for the misuse and poor main-

tenance of his products by the end user.
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This misuse and laék of maintenance could be
cause for failure during testing rathér than the actual
design of the certified products.

Number four, engineering drawings. If NIOSH
is not, in fact, reviewing and approving tolerance
drawings-in the present ﬁrog;am, then we feel an eiimina-
tion of the subﬁission éf these drawings.with approval
applications would be Welcéme as it wcuid help eiiminate

some of the red tape involved in a long-drawn out approwal

10
11
12
13
14
15
16
17
18
19
20

22
23
24

25

‘process.

The requiremeht foﬁ detailed engineering deéign
failure_que analysis for each résPirato; submit@ed-may
be acceptable to us, the parameters of suéh an analysis
need to be cafefullyrreviewed and discussed further
after NIOSH has provided Ehermahufacturers with a clear
definition of what this'analysis is to encompass.

Number five, changes to approved devices. We ~
have no objection to eliminating the requirement that
all changes made to a respifatory prbtection device
be submitted to NIOSH as a request for extension of
approval.

HIQOSH's domments tﬁat sﬁch an indiscriminate
system in the case‘of insiénificaht changes can place

a burden on the applicant with no positive impact on the

end user is well taken.
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Under the suggested plan, however, NIOSH must
define the terms, significantly revise or redesign
since a cosmetic chain which does not affect the func-
' tion of the respirator coul@ be considered significant
by.one pérSon and not another.
Number six, witnessing of approval teéts. It first
should be noted that HIOSH:nggestion to bar the appli-
- cants :from viewing the approval test is ip direct con-
~tradictions to NIOSH's_lettér of.Juﬂe 20, 1980, attached
herewith which outlines tﬁe procedures by which an
appliéanﬁ can view tﬁe teét and comment on the test
resulﬁs. | |

It is duly noted in this notiée of June 20,
1380, that NIOSH based these new érocedures on a thorough
analysis of thé issqe.

Allowing the applicant ;o view the testing as
essential and desired if the ﬁest results are to be
substantiated.

This is particularly important if the results
are'negativé. In this instance, the applicant can more
easily determine the exact cause for failure. NIOSH-
MSHA control of test proceedings should be adequate to
ensure that the witne55951d6 not interfere with the
testing} énd if the testiﬁgrériteria are conducted properly,

the test personnel should not feel pressured by the presence

~ ABL, ASSOCIATES, Inc.
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of the applicant.

Wey therefore, wouid like to go on record with
being in agreement with NIbSH'S letter of Juné 20, 1980,
concerning thisrmatter.

Seven, duratioh of;approval;' NIOSH'S efforts
to stfeémline the approval;program for the applicants
;nd ultimately the end uSe; would not be.enhanced by
a fifeJyear reappraval prbgram.

If, as noted previpusly;.ﬁhere areuuisignificant

revisions to the respirato?y device as determined by

 NIOSKE through their field audit program, there i$ no

"

reason for the equipment tb be resubmitted for approval
aftef fiveryea;s.-- |
This resubmittal With the stipulati&n that
the device and its-com@énent parts cannot be sold
until reapproval ig grantea could-ve;y easily fesultk-
in an increased ﬁazard to the end user, simply due to
the fact that he will.not'ge able to obtain the
necessary reépiratory protéction-products or the componént'
parﬁs during tﬁis ;eapprov;l process.
At best, he may bé forced to purchase alternate
equipment during this time, even though the equipment
in his possession is designed according to the specificatiéns
under which ﬁIOSH—MSﬁA granted thé driginal cértification.
This reapproval would also have the effect of

 ABL ASSOCIATES, Inc.
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further extending the time required for aébroval tééting
at NIOSH since NIOSH would eVentually.bé involved in a
continuous program of reapproving devices aé well as

proceésing the new épproval applications that are sub-

mitted to them on a regular basis.

Thus, we feel this suggested change would not

‘be a beneficial one.

Testing'of prototype respirators. Prototype

~ testing is important as noted by NIOSH under the points

of discussion for this meeting.

Howeﬁex, we feel Ehat it is equall?importanﬁ
for NIOSH to be willing to discuss tﬁe'resglts of these
tests with thé manufacturgr. By réfusing té'review

the tests results with the manufacturer, NIOSE is

negating a good portion of the positive benefits that

. can be derived from such testing.'

Another point for discussion here is the viewing
of such testing by the manufacturer. Here, again,

we feel that this is an important and necessary part

£

of the testing process.

Approval tests, group testing. Group testing

of specific types of respirators sounds like an ideal

situation if everyone were working on the same type

of respirator at the same time.
However, bv forcing the manufacturer to either

ABL ASSOCIATES, Inc.
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speed up his engineering éf the product to meeﬁ a
specific NIOSH test date or to wait until the next call
up fqr‘the particular respirdtor involved, NIOSH is,
again, putting an unfair burden on the manufacturer and
ultimately the end user of the device.

Unless NIOSH is pléhﬂing:to staff the approvers
branch with additionai people to handle the group tests
and the submittalslthat'afrive outside_the designated
acceptance‘period, we nmust go on the record as being
against this suggested chaﬁge.

Qublication_of test data. The publishiﬂg,of
failing test data éhquld not be considgred as a major
factor fn encouraging the manufacturer to Lé more
careful in designing ﬁis products.

The fact that he has taken the time and expénsé
to engineer a respiratory product according to NIOSH's
and MSHA's performance criteria should not be forgotten
nOré taken lightly.

The publishing of test.data maf generate a
long—lasting-but ﬁnfoundedrnegative attitude toward'
the product involved br other fespiratory products
manufactured by the apélicant or even other manufacturers.

Thus, negative aspects of sﬁch'a policy change
by NIOSH would seem to outweigh any fofeseeable positive

effects.for NIOSH, the manufacturer or the end user.
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This concludes our statement. We £hank.you
" for giving us the opportunity to express our views re-
lative to this matter.

DR. MAY: Thank vou, Wes. Are fheré any ques-
tions or comments for Mr. keqneﬁeg? ‘Hearing none?
Thank you.
| The next presentorfis Chief R.S. Rockenbach,
vresident, International Association of Fire Chiefs,
Incorporated. and no one is rising to that introduction.
Okay, we are going to ~- Iiwill exercise my prerogative

-as chairman, andltake;this opportunity to allow sbﬁebody
to make a statement that had not requested so formally
in writing. And I will give Mr. James Powers with
Pass Powered Air Portable Air Supply Systems this opportu;
.nity to make a étatemeht.'

ﬁe did submit a‘w;itten statement, and has
requested a chanée to introduce it into the.record, énd
I will give him this opppftunity at this time. If Chief
Rochenbach appears in the near future, we will.obviously
give him a chance to present his statement. Jim?

- MR, POWERS: Thank you. I want to make formal
comments —-- my name is Jim Powers, by the]w;y, president
of Portable Air Supply Systems Corporation; We're the
new kids on the block. | |

and I want to make some comments regarding the
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public notice of June 18th;
And the most significant changes from the

Bureau of Mines certification program to the NIOSH con-

- trol certification prqgram’were the requirements for.

quality control system and the submissions of the
modifications to the produét} |
These-changes weregiﬁportanﬁ for the users and
. inherently helped.the manu%acturers for liability pro-
te?ﬁion. There wag'also soﬁé tgsﬁ ériteriélkhat were

updated at that,ﬁime to attempt to cover the state-of-

'the-art.

Thé conflicting ﬁeérs between NIOSH_aﬁd the
mahufacture;s cauéed the rééulatioﬁé té Ee Qritten
to protect the actions of ;he régulatdrs.and the
manufactufers'to_rebel at ény indicationlbf:overr
regulation or interferenge;by federal §0verﬁment.

This conflict between the tWo'factioné'caused
the pendulum to swing to an overkill position for each

T

side. People of NICSH became vulnerable to attacks

by both users and manufacturers. Actual vendettas

began to ariée‘between ceréain ﬁsef groups and certain

manufacturers, and TCB wasjdaught in the middle.
TCB's reaction was?to use less and léss judg-

ment for which they had thg capability. Reduced their

voluntary assistance to expedite better products reaching

ABL ASSOCIATES, Inc.

¢




10

11
12

13
14
15
16
17
18
19
20

22

23

24

- 25

149

the users.

As a matter of puﬁé seli-preservation, the so-
called black hole was cre;ted. This'résulted in ih—
creéséd time lags between submission and approvﬁl, Now .
it éppears evidept tha£ a phaﬁge in procedure ié neceséary

to maintain user protection and simultaneously calm down

the various factions..
l . The solutions we sée proposed.in tﬁe June 18, 1980,
notice are’ reactlonary 1n nature and treét.for the
most part only the synptom rather than the dlsease.

- The problem areas are listed, but I won't go

'throﬁgh the list. I'll take them one at-a time.

Petﬁprmance 5pecificationsQ_ The curren£ per-
formance specificatioﬁs weﬁe established oﬁ‘what was -
required to use a uni£ and}éurvive or remain healthy.
Has the human body chanéed;its requirements to f£it the
étate—of-the art? No. |

What is needed is a new category to allow ﬁew
concepts, new designs that“permit comfort and.safety
beyond that of basic survival. Thus allowing basic

economical survival units as well as more expensive

models with extra features.

Why burden the user to pay for regulated luxuries
they may not need or cannot afford? These new propdsed

dynamic rather than static requirements might be met with

ABL.N&KXHAIES,In;.
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less opposition by manufacturers if the maﬁufacture:s
were not forced into expénéive revisions of products
already deemed as reliable, life—saving devices.

Quality control. fhe detailed quality control
plan submitted by NIOSﬁ were never any guarantee the
guality control system existed at thermanufacturer's

plant. Usually, however, on-site inspections revealed

that the system was either being followed or that the

system being followed was egually or more effective

than the one submitted.

In this industry, to opefate without a comélete
documented quality control svstem is suicidal. The
cbs£ of losing a liability;lawsuit.far outweighs the
cost of an effective quality control system.

Quality is not free, but once the deéision_is

‘made to be a guality produéer, the most economical

way to do so is with an effective defect prevention oriented

quality control programn.

Maybe the need for the regulatory agency to

‘be as deeply involved as it has in the past in the

structure of the manufactured system has been greatly
reduced, but the need fof the manufacturer to have a
system is not, in any way,?dec;eased.

If the éroposed field audit has any chapce“at

all of detecting what is representative of what a
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manufacturer is producing, then the manufacturer

must have a system to produce products that are consis-
tent.
The starting of purchasing products that have

been used appears to be soémebody's idea of measuring

- — . =

reliability Qf certified products: while the need for
reliabiliﬁy requiréments.for reépirétors.has been
discusséd at least six vears #t TCB, it has. not had
either the budgét or the‘time for its employees to
properly study wﬁat the reéuireﬁgnts shﬁuid bé.

Now, with no proposed accelerator life tests

with reduced emphasis of design specifics, and with

quaiity control to be on én honor system, a used or abused
unit will be picked up from the field and tested.” Based
on these reéulté, all such units by_that manufacturer
is subject to recall, stoﬁfsélé, or éontinuea apéroval.
This puts’themanufacturerin the position of
just waiting for the ax to fall. ﬁe compietely égrge
withlthé_idea of introducing the reliability concépt
into the respirator industry. |
But ﬁhe proposed approach is life shooting sone-
body to show you that quns are dangercus.

Engineering drawings and dimensional tolerances.

When the submission of a iZ—pound unit reguires 27

pounds of paperwork, it is evident that a reduced staff

ABL ASSOCIATES, Inc.
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of TCB would never review every dimension. We would
believe, however, that a complete elimination of
all drawings would be a_handicap\to TCB. We bélieve

that one set of drawings of manufactured parts and
subassemblies, including a top assembly drawing, would
berhelpful in the certifidatioﬁiprocess.
These drawings would appear £o us to helpridenﬁify
Athe.unit coméonents and anélysis-by the TCB personnel

would be easier made.

Changes of appfo?ed devices. We would question
‘the necessity of using the time reéuired by TCB for
a new approval just for one méjor‘modifigation as the
suégésted sqlution-proposeé.

‘Witnessing approval tests. We don't have any

-particular comment. I have written here the present

solution sQunds appropriate. -

Now,.this;is obviously not a popular stand to
take. I happen to know the people involved. I know
their capabilities, and I know they are very capable.
And I Qas a little amused YesterQay when everytime
somebody would say somethiﬁg to the effect thgt the
test was going.to be run w;ong or the test was going
#o-be misinterpreted or they ran:the wrpng.test, Dr.
Ophold gets up and éays, "Cite-me an example."

And nobody cited an example. I wouldn't either,

ABL ASSOCIATES, Inc.
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you know. You don't tell the cop that stobs you on
.the street off, you know?

So yoﬁ're not going to cite the examples. But
I can remember some. But for the most part, they were
disagreements rather tﬁan actual errors, and there were
.sometimes:testprocedﬁres-corrected bver thosé dis-
agreements, but it's notdﬁe_tp léck of confidence, and
it wouldn't have chénged if ﬁhey'd watched'the tests
being.run from now to Kingdom come.

Duration of approval. Unless the_user'can pay

- the manufacturer a reasonable fee to. refurbish the units

in their possession after five yea?s, this.proposed"
reguléted antiquity}'regardless of condition or Eircum-
étance, could be prohibitively expensive for 1a£ge
users or limited budgets. | ' ‘.

Product qﬁality requiréments. AQﬁ's are not
guidelines for establishing the ailowablelpercent of
defective units as a noticed -- as a notice mistakingiy
suggests.

AQI, or accepted quality levels are the founda-
tions for sampling plans which.afe.scaled up aﬁd down
according to the seriocusness éf the defect and the
risk of makinglan errorjiﬁ sample measurement.

The effort of any‘m;nufacturer is-tp have no

defective units. The use of AQL's have proven to be

ABL ASSOCIATES, Inc.
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the most effective way to accomplisn this.

The suggested altérnativé of éllowable pefcent
défective works f;om the étﬁer end of the operating
éharécteristic curve. An# réaiistic criteria of alld;able.
limit would be the basis for ekcuges of failures and a
critgfia impossible-to measure by the regulétory agency
from‘thg standpoint of lojistigs or budget.

This_aiternativejéséoﬁpletely incohpétib;e with
the.proposed fieid éudit.i

| ﬁﬁpublished test ﬁequiremépts. Thisxproblem
and solutien is a prime.ééample.df the reactionary
thinkihg.. In épite of thé generélly friendly'rapport
of‘various manufactureré with eacﬁ otﬁer} théy are |

serious competitiors and dislike any loophole which

x

- would allow a competitive’ed@e to their competition.

The proposed'solﬁﬁion appears to be the result

0of such pressures.

When 30 CFR 11 ﬁaé wfiften, there were types of
reépirators both self-conéained and air purifying that
were not yet invented,_buﬁ they were subsequently pré--
sented to NIOSH for certification. -

Some of them'were’good,.and they deserve special
consideration. . to. serve ghe public and a market that |

the company had the foresight to accomodate.

Let us not loose sight of the fact that the only
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reason for the éxistence of a regqulatory agency is
to protect the public from harm and not for the purpose
to stifle original thinkiﬁg.and compeﬁition. We are not
suggesting an uncontrolled ffee-haﬁd by the testers'
whom for the day, butrthe solutio#lpusﬁxgllqw room for
innovative deéigns for uniqué indusé;iél applications
;hat cannot wait a year for pfovén test reqﬁirements.'

Testing 6f prototfpe.respifators;‘ The use of
NIOSH laboratories as an extension .to the =- as a
research and devglopmént éim‘of the manﬁfacturer was

never the intention of prototype testing allowed in

.30 CFR 11.

Aﬁpréval testing, the ability of TCE to test
-~ a pretested pfototype made in'eﬁery Wayrlike thé
production model with the exception éf using machine
parts,instéad of moldings ahd castings has permitted
nanufacturers to bring a ?ariety pf respirators to the
public at affordable pricéé{

' If these molds and castings were made be fore
the certification, and - a problem.should ariée during
the process, thousands of dellars wduld.be wasted in
revising molds and tens of thousands of investment
dollars would be tied up for excessive périods of
time.

A large company woﬁld pass this cost to the
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users, and the smallrcompanies'would simply go out of
business. In either case, the public loses.

We totallf agree that a retest of the cruciali
characteristics should be made oh the production model.
After all, NIOSH can fevoké a céftification if it did
not perfqrm satisfactorily.:

Group testing of resPirators; This notice

states that this procedure would be more responsive

'~ to the user and applicants' needs.. There is no way

to respond to this statement since the frequenéy of the
acceptance periods were notrstated.

We cannot know the.statué of our competition,
bgt as near as we can calculate, the waiting time costs
us about $30,000 per month per model in lost engiﬁeéring
time and allocated overhead. |

' What we would like to seé is a bigger portion
of our tax dollars allocated to increase the qualified
staffing sufficient to handle the overload that's
existed for years and. appears to be progressively worse.

In fact, it is our opinion that if the government
properly funded the certification program with suf-
ficient personnel and travel ﬁoney instead of tryiﬁg
té fit the'program.into a mqld suited for research
doctors and technicians; we'd=notrbe rneeting here £oday.

User maintenance and manuals, we agree there should
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be. NIOSﬁ system manudls, we agree with tﬁe proposal.

Publication of test data. NIOSH already has
the power to pass, fail, instigate recélls, stop sales
and so forth. And now they want to bringlback the public
vwhipping post. fhe psychology is sick.

Submissioné to NIOSH éﬁe simﬁly nobody's busi-
ness but the appliéanfs'and NIOSH. Whén‘the unit is
certified and the test data is availableAthrough the
Freedom of Inf;rmatioh Act, if it is so important for
somebodf else to have;

The phblication of field audit data will show
the failure of fCB's ability to do enaugh field testing
to have statistical confidence ih‘their sample data.
This would be true because of their lack of -- not
because of their 1$ck of ability to run the test well,
but because ﬁhere is no£ enough money in the whole
NIOSH budget to properly conduct such a program let
alone TCB's. | _ '

The program of field audit is valuable to
detect problem areas,-and it works quite effectively
as long as itlis kept on a low profile for quick response.
We believe that better communication between NIOSH and
the manufacturers that it regulateé wouia befthe best
way to serve the public.

The barriers of distrust on both sides of the
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- fence has.. been the precipating factor for-most of the
things listed in the problems of the-notice.

-We have never believed that the ﬁurpose of
'TCB was to potshot and punish, but to try to serve
the industry in getting to the -- getting to thé:respira-
tor users the best possible'protection.in the most
efficientrand ecohdmical mannef.r

Thank vou.

DR. MAY: QuestioﬁS? Jim, you're going to have
to leafn to really.say what's on your mind instead
of beating around the busﬁ. | |

Aie'there any'quéstions or comments.fo: Jim?
I think it will take the program awhfle to :espond to
them, and probably not respond today, but there is
certainly a lot of data and iﬁforﬁation yoﬁ‘ve given us,
much of which I'm sure we %ould like fo address at this

point. I will not address any of it myself, although

-there are many things that I would like to.

Are there any othé; comments? Dr. Ophold?

DR, OPHOLD: Jim dphold, NIOSH. I have to ask-
Mr. Powers the same as I did yesterday and.the'answer may
be that I'm.ﬁhe cop and nobody is going to identify the
wrongdoings. |

I think that, as I said to Rob Sere this morning,

I think that we're in a business here that is very
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important to all of us. We.aﬁe in._a business that is
not built directly bn friéndship,fand ﬁe‘re in a business
that so often we forget what is important for the user

-- the worker in the United States.

So I have to éék mY'quesfion just for the
record. Show me, as I said yesterday,’whéfe we did not
follow the proéedures established in 30 CFR 11 or where
we misinterpreted our-testﬁresults?

MR, POWﬁRS;'.Well,;like I said, I know some
Iexamplés,ﬁhere-ﬁheferwas cshflict of opinion. Since I.

am now a manufacturer and those people are now ny

' competitors, I'1l not. cite them.

At the time I ﬁés workihg ét TCE, ana I could
have and would have but I am not there now and won't,

DR. MAY: Any otheﬁ comments or gquestions?
Has Chief Rochenbach arfivéd? JOkéy, we will then go
on_withtthe next preséntor”whé is Einar Horne, technicai'
director, Occupational Heaith and Safety ?ro&ﬁcts Divi-
sion of the 3M Company. .Einaré.

MR. HOﬁNE: Thaqk-you, John. -Fo;'many fears,
-3M has been a'manufacturer_of certain types of respirators.

For example, 3!1 manufactures chemical cartridge respira-

tors, particulate filter_respiratbrs, powered air puri-~

fiers, and supplied air respirators, all of which can

be 'used for protection against nontoxic dusts, toxic dusts
¥ -
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toxic vapors.

Consequently, 3M is directly affected by the
30 CFR 11 regulétion related to respirator testing,
certification, selection and use, Further, as a manufac-
turer,of&£espiratory_devicés, wé are acﬁtely concerned
that changes to existing skandards, policies and prac-
tices improve the qualityrénd effectiveness.of perscnal
protective devices,

Therefore, in response to. the invifation for
interested parties to submit comments conc¢erning the

consultants report and possible amendment of 30 CFR 11,

we offer the fblloWing views for the purposelof aiding

~in the development of an appropriate and feasible

requlation that woﬁld adequately protecﬁ_employees who
are reguired by OSHA standards to use NIOSH apéroved
fespirato;y deviggs. | |

My testimony today wil1 addreSS*thosé‘areas
identified in the notice for these hearings published
in the fedéral Reéister oh'Weanesday, June 18, 1980.

Specifiéally, I sHallrdiscuss both the.probosed
changes to 30 CFR 11 that were outlined by NIOSH and

the consultants report, One of our major concerns

" with the existing 30 CFR 1} régulation is that the

respirator approval system is based largely upon the

test methods developed in the 1930's that were designed
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to measure the effectiveness of respiratoré during that
era.

NIOSH simply took the Bureau of Mines' tests,
personnel and'philosophy into the decﬁde<f the 1970's.
Eventhe approval nﬁmbering‘system was continued. 1In
recent years, there have been significant scientific
discoveries and developments within the respirator
rindustry.

Today, new and innovative respiratory éroducts
having the abilitylto greatly imprpve employee respirator
protection and acceptance are ready for the ﬁarket place.
Nonetheless, hedause the cufrent_approval system in
30'C?R li is technicélly outdated and inapplicable té
todays' respirators, these new and improved products are
not receiving NIOSH approval.

3M has testified in two previous hearingsrin 1377
thét-the entrance of new respiratory products into the

market place is 5eing restricted.

Continued adherence to this old approval system
tends to have a chilling effect on the incentive to
continﬁe to design and devélop new and better respiratory
 products. Why design a new product if it cannot possihly
receive NIOSH approval? |

Further, the advent of new and more encompassing

regulations by OSHA, EPA and other governmental agencies
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restricting employee exposure to pbtential;or known
toxic substances has increased the use of respirator
protectiﬁe devices to protect emplovees.

The need to amend, update and repromulgate the
testing and certification-ﬁroéessAof 30 CFR 11 to reflect
the current state-of-the-art in the respiratory industry.
is_osiious.

A new apéroval system must contain the flexibility
to evaluate innovative ﬁroduéts with.the ultiméte goal
of providing the American worker with_the best respira-
tdry protection available.

" It is on this basis and witﬁ‘this goél'as
our incentive that_3M.hés @eveibpéd and submits the
following comments.

The consultants are to belcongratulated for
their excellent analysis of the present.NIOSH ﬁesting
and.éertification function. They have eétablisﬁed a base
from which a workable system of certificétiqn énd field
audit of respiratory proteétive devices should be
rapidly built.

34 and other respirator manufacturers have had

discussions like this one with NIOSH before. While this

is the first one held since Dr. Robbins took over as

director, the idea and the need are not new.
He 1is +to be congratulated for his approach
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to the regulation analysis through the'use-df a panél
of experts. We weré éleaséd to see the recémmendati&ns
of the éxperts that Dr. Roébins éssigned because Ehey
once again bfought forth aﬂ opportunity to recommend
much needed changes to:thetmethods-presenfly used for.
appr§viﬁg respir;tors. B |

. The cohsuitants regoft went into great. detail
in regard to the subjectoé‘liability that NIOSH shares

with the manufacturer, and a concern was expressed

about the liability and the responsibility of NIOSH

. certified laboratories,

The J_.iabiiity argum%ent that the NIOSH consultants
puts'forth is persuasiveb;t-incdﬁplete.

Manufacturers of NIOSH appfoved products get
sued, an@ I suggest that tﬁere éfe ﬁany cases out-
standiﬁg today as a_practiéal métter,' NiOSH is not.
sued for g;viﬁg approval.

The NIOSH approval,Certification‘is not looked
on as 3M as a shafing of pgoduct perfbrmance. I'm con-
fident other'manufacture:s!of personal protective

equipment would project similar feelings. The approval

'is looked upon as a market place necessity due to

recommended OSHA respirator program requirements for the

‘use of only NIOSH approved products‘as outlined in

Chapter 3 of the Industrial Hygiene Field Opérations Manual
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of bSHA.

If the personal_pfétéctive equipment manufacturer
takés the prdfité and.éains froﬁ tﬁe sale of_a personal
'protective device, he should be'liable. But then no
manufaéturing company éhou;d obtain markéting_advantages
because of design'specificétionsiin thé law as is the
case today with the e#istiﬁg 30 CFR Ilrregulatiohs.

| Let me repeat‘thatrifzpefsdnal protective eéuip_
ment maﬁufaCturefxtakeS‘thg profits and gains.from
éales of a personéi-protecéive equiﬁment'device,_he
Vshoﬁid_be liable. Buttheﬁ no manufacturingrcompanf
shouldloﬁtain marketing ad&antagesibecause of désign
rs§edificétions in the iaw és is'thecéée today wifh the
existing 30 CFR lllregulations.

Inrlate 1977, publ;c'meetings_were.held-in
Washinéton, D.C., with respect to ameqding the. certifi-
céiion requifements for respirator protective devices
as contained ih 30 CFR‘ll.j

At Ehis neeting, extensive testimony was elicitéa

from governmental agencies, users of respiratory protec-
: ! 7 i

. tive devices, manufacturers of these devices and

academic institutions.

All parties testifying agreed that extensive

changes in the certification procedures were desparately

needed in order to assure that the American worker has
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the most advanced and best occupational protective

dgvices available.

Nevertheless, in s?ite'of the overwhelming need
expressed for changes in 30 CFR 11 at ﬁhese hearings,
the contrblling governmental agencies stated in their
conclusion--that promulgation  of the améndment; would
require the normal three to five yeafs.

To date, no action on that heéring has;occurred,
andralmost three years have gone bf.

Wersﬁbmit that it is incoﬁéeivable that delays
such as these in issuing regulations can be allowéa

to occur.

We ask to have included as part of this testimony .

all 3M testimoﬁy that was submitted to NIOShduring ‘the
last hearing in 1977.

In order for positive changes in respiratory
protective device apprévals be coﬁsummated,'the negatiVé
aspects of the ekisting sy;tem must be identified and
brought fdrward;

To do this, we have thoroughly studied the his-’
tory of the réspirato¥ approval éystem in the U.S. as
practicéd by the Bureau of Mines and NIOSH. Oﬁe fact
stands out -- NIOSH continued the Bureau of Mines tests,
approval_numbering systems, personnel and philosophy with-

out modernization. This includes tests for approvals

/
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that are not accurate, not reproduéeahle or adequately
defined.

- These tests have been established without
a determined test varigtion and our 1930-1940 era inétru—.
mentation. The paint spray tesﬁ, léad fume tests and
silica dust tests -- silica mist tests are all examples.
Even more disastrous for ihhovative ﬁew ﬁroducés has
been the carry over in use of the design philosophy of
respiréto:approval rather than éerformancé oxriented
philoééphy. |

Designations by design-class such as réusable,

replaceable and single use is even more obscure because

of-the lack of acceptable definiﬁions; Under the
present system of testing and approvals, manufacturers
are forced to submit producté that will pass tests:
that may or may not-guaranFee protection to the user.
It is possible that the existing NIOSH testing
does more harm than good based on the fact that the

tests have little, if any, correlation to actual field

conditions.

Cne might ask why an innovative respirator
manufacturer would want to submit his product into this

existing NIOSH system voluntarily. Manufacturers do

‘it today because of OSHA health standards and OSHA

enforcement.
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If OSHA inspextors do not see NIOSﬁ approved
devices, they-cite and propose a fine for the employer.
Submission for approvals is not done because NIdﬁH
testing guarantees workef protection, reduces or eliminatesr
liaﬁility‘of the manufacturer or is timely.

Existing NIOSH apprévals are a'marketing.de-
vice having little or truei-—‘or no'ﬁrue'mérit.

3M markets both apéroved and unapproved_respira-
tors successfully and aggressively. We.do-this because

dur thoreough laboratory and field testing data tell us

"that the product protects the worker when correctly

used.

We sélllnqnapproved products bécause market .
studies ané field evaluation show that the user-need
‘exists évenrthough the design specifications and
tests in the existing 30 CFR 1l regulations do not
allow certification.

In addition, in_many caées, there is no approval
schedule for the specialized respirators required by
workers for their protection in specific environments.
Discussions with NIOSH and the Bureau of Mines officials

have made it obvious that they'feel that they cannot

" legally change or édd to 30 CFR 11 ary approved devices

that fall outside the existing design criteria in a

reasonable time frame.
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For these basic reasons, we think that NIOSH
should develop performance_criterié for respirators.
NIOSH reépirator. standards intended to insure the
achievement of specific goals should be based on per-
formance'ériteria and not on design specifications. -

WIOoSH should speciﬁy the problems to be solved
and not the .detailed prescription fof séiving them.
Tor example, face fit protection lévei should_be
specified instead of four point suspension but NIOSH
must include valid quéntitéti#é ﬁeans for determining
whether the required perfdrmance has been achieﬁed.

By specifying.the pefforﬁancé criteria in

functional terms for the user, the purpose of 30 CFR 11

will be clear as will be the level of respirator per-

formance reguired t§ schieve 1it.

- The manufacturefs trving ﬁo meet the need can
then search with minimum festraint for innovative
solutions to_respirator user problems. The restraints
on technology are then only limited to those that are
actually relevant to the ﬁser.

Performance criteria are also less prone to
sexrve as obstacles to a:fair competitive market place
since they are less likgly £o protect-establishéd

téchnologies against potentially more productive and

new ones.
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Evaluation of performance is necessary. Therefore,
NIOSH should publish detailed procedures for well-defined
tests. A few of the validrtests now in existence in
30 CFR 1l should be retained, but in every case,
complete equipment déscriptions and test procedures,
as well as test variabilities, require-definition.

| It willlalso be ﬁecessaryin defining ﬁésts
for performance criteria to leave the system open
ended so that as innovative technology or ﬁﬁique new
eguipment comés along, newjmeéns for évaluating préduct
performance effectiveness are permitted.

NIOSIH and the pfivate_sectdr must work cooperativelv
in developing and publishing appropriate detailgd per-
formance testé af’known reliability. One usablé neans
to control product performance is the ability of dné
competitor to test ancother's product with methods that
are reproduciblé and of known variability. Only then
can subsequently dischssions be meaningful.

If field audits are ever to be ﬁseful, tésts
must be as uniform as possible so that disputes can
be resolved based on truly parallel data.

The quantative fit test controversy presently
being encounte?ed in industry with OSHA on the. lead

standard is the example of a need to have NIOSH publish

detailed performance tests.
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There is no defiﬁed fit test method that can
be used by industry. Yet,-if HIOSH had followed up
on their sponsored Los Alamos research-with test éroto—
col, a systém night exist and fit factors could be
assigned to each respi?ato; by the maﬁufgcturer if he
so desired.

NIOSH must be able\tﬁ adapt new tests regardless
of operational approach to-apprqve new devices that
cannot be tested and approved under existing specified
design oriented test ﬁethods.

It should not be fhé intept of NIOSH to recuire
unnecessafy tests or to inclﬁae new devicés or to
exclude new deviées from approval, consideration because
an existing specified approﬁal test or requirement is
not directly aﬁplicable to that new device.
| ‘Once NIOSH has defined performance criteria

and reliable test methods to compare performénce to the

~criteria, manufacturers should conduct the tests and

certify that .their producfs meet the published NIOSH
reguirements.

HIOSH';hould audit field samples to verify
manufacturers claims. At this point it is‘obvious
that 3M récommends alternative number four described
in the June 18, 1980, FPederal Register.

e reject :the others for reasons I will dis-

cuss later. ABL IATES, Inc.
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Option number four, the self-certification
alternative would combine the best of the listed alter-
.natives. 3M recormmends the following: MNIOSH wouid de=-
velop and maintain performance ériteria usiné the
best state-of—ﬁhe-art methods.

- These would beApromulgated and published in tﬁe
formal rule-making procedures. Manufactﬁ;ers would
use these perfbrmance specifications and test methods
to eValuate.theirproducts.

- Products ﬁeeting the appropriate specifiqations
would be manufacturer-certified as meeting the minimum
reguirements.

NIOSH would allow manufacturers to submit
samples'to validate tests between'NIOSH and the mangfac—
turer, but NIOSIH audit of the manufacturers' facilities
is unnecessary.

NIOSH should have a continuing program to
develop improved test eguipments and testing methods;
It is importént that NIOSH‘replgce current testing
techniques and equipment. HNIOSH should keep manufac-
turers informed of anv improved techniques.

Prior to distribution and sale, the manufac—
tprer would ﬁotify NIOSH of its intent and the geo-
graphic area into which the product would be sold.

The manufacturer would include é description of the
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product and its intended use.

This notification would allow MNIOSH to exercise

its thion to pu;chase theproduct and.pérform its own
evaluation if it is felt nécessary tp verify that the
product, in fact, meets the:pefformance requirements.
If NIQSH finds'problems through its own evalua;ions or
based on user cqmplaints, we feel adequate provisions
exist in the last today ;ofhandle enfbrcement of the
findings;

After discussion of its findings‘with the manu-
facturer and aéreement of fact, NIOSH could requesf
voluntéry action such as cbrfeétion of the.problem,
stop-sale, recall or whatever, dépendihgron the nature
of the problem.

If the manufacturefidoes_not take acdéétablé
aétion, ﬁIOSH‘could use leéal procedures to pre?ent
distribution of fhe substandard product., OSHA would
accept the manufactﬁrers'certification_of devices as
labeled.

The field audit by ﬁIOSH would allow sufficient
response time to a manufacfurer to correct any problems
discovefed in NIOSH evaluaﬁions. CIf N;OSH does conduct-
field audits-and desires to distribute tests results,
only conformance and nonconformance should be statéd.

Not numbers, as numbers can. often be misinterpreted.
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Hanufacturers must be informed of nonconfor-
mance prior. to any date ofidi;trigution. Aé a cross-
check on the sysﬁem, NIOSHimust be required'toipresent
evidence of contﬁolled.testing before a nonconformance
publication is distributed; A systeﬁ to handle failures
should be proposed and debugged.

NIOSH should not uﬁdertake to widely publicize
’negative:resglts of tests performed fér anything but
major hazard defects, aﬁd only after consulting with the
manufacturer. | |

Bad préss by NIOSHifor a poor, but insignificant
test result could cause.irreparable daﬁage to all

manufacturers, and could wipe out a.small manufacturer.

NIOSH policy should be structured so NIOSH personnel

- participation on concensus-standard-making committees,

such as the American Naﬁioéal Staﬁdards Institute, is
ehcouraged.

It will help get'improvéd criteria iﬁto the
system faster. Broad particiéati@n‘by'all effective
parties is essential in the selection of the strategy
for solving user problems §nd the choice of the lével
to be'fequired.

Much is lost when ﬁIOSH personnél are not
part of the reasoning for ésﬁabfishing éoncensus

criteria. NIOSH need not sponsor research on new devices.

ABL ASSOCIATES, Inc.
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{7ith the number of manufacturers in safety
and'healtﬁ, nmarket forces will bring needed products
‘for so long as performance criteria are not so confining
as to preVent'innovative pfoducts entering the market
place. The private‘sector is better suited for research

than NIOSH.

The self-certification méthod:woﬁld allow frequent

assessment of the product in he field by NIOSH. It

will correctly place the burden of designing'énd pro-

~ ducing and testing reliable devices on the ranufacturer.

by placing the primaryﬂreéponsibility on the manufac-

turer for certification.

HNIOSH could use its. resources to'helprdevelop
better, mnore pertinént performance specifiéations and
teéﬁ methods to evaluate them. NIOSH hasrnot performed
this function adequately in the past, and the self-
certification alternative would allow resources to be
diverted, concentrated.and utilized in this manner.

Some of the advantéges of option number four are:
it reduces the need for continued expansioﬁ of NIOSH
facilities and personnel as the'number of approvals
grow;

It brings new products.td market earlier. It

allows MIOSH to concentrate on the audit of products

that may be more representative than selected submitted
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samples.

As manufacturers accept the responsibility for
testing, their resources will be used to dgveloé new
and more realistic test methods. It prevents NIOSH
from being used as a deve;opmént laboratory by
manufacturers.

Changes to a product won't need,éubmissiﬁn as
léng as the manufacturer certifies coﬁformance to per--
formance criteria. As approval time and submittal
expenses reduced, manufacﬁurers woﬁld be encéuraged
to produce a wider range of specified productsrthat'
woﬁld afford the end~user a better selection at
reduced costs.

It increases productivity as it reduces costs
of approvals, both to manﬁfacturinq and NIOSH. It will
improveJ‘the working relationship between NIOSH and
manufacturers. Innovation, comfort, efficiéncy and
economy would be encouraged.

In the case of a major defec# being diécovered
in ﬁhe user's product, it is the ﬁanufacturer“s
re5ponsibi1it§, not HIOSH's.

The fesponsible manufacturer must locate and
inform their customers of the problem.

Option number four has the further advantage

than an element of trust, and maturity must be established
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among NIOSH, OSHA, and the manufacturer thét needs of
the user will-best be met with this type of system.

Those that so& seeds of dissent and misinforma-
tion about the manufacturer's true intent will be
forced to bring forth their data that can be examined
on the basis of technical fact, not through endless,
‘expensive legal controvefsiés that éerve'no'good
purpose or as has been the case, without ﬁny data from
their own experience.

Discussions of the other &ertification options
that MNIOSH has presented is impo;tant. All things being
equal,rcontinuing as we presently are doing but with
revised_admipistrative‘and test criteria area is com-
pletély unacceptable,

The present system has been and isibeing abuged
by'those‘evolVed in the ceftification process. 30 CFR 11
as it is being administered appears'ﬁo be autocratically
designed to establish an adversary role between the
approving agency and manufacturers of devices.

This is_a role that neither the U.S. manufac-
tqrer) goverﬁment or user-can allow to continue. I
might add that only in the U.S. does this adversary
role exist. In many other countries,governmental ayprqving
agehcy cooperateé with local manufacturers of equipment,

even to the level of cooperation that it makes it almost

ABL ASSOCIATES, Inc.



10
11
12
13
14
15
16
17

18

19
20

22

23
24

25

[T TR » < IS TR & N

177

impossible for imported products to be appfoved.
Further, the present system of MSHA and NIOSH
approval ofra device does not guarantee end user utility
or safety. Asrwe héve testified in the past, the fact
that a respirator meeté a test requirement is only ar
very minor part in an effective user;respirator program.
Matching the proper device to thé'hazard, in-
suring propér ﬁit to the wbrkers, matching filtration
performance to the real work situation should not be
overshadowed by an inflexible aftificiél test method
that prevents innovation.
The main reason an empioyer-user wénts an 11SHA-
NIOSH apprbfed‘productis éuife simply, that they don't 
waﬁt a‘hassle from OSHA.
However, on page 13 of the OSHA Operations Manual,
Chapter 3,.subpart E, aﬁd I quote, "MSHA:and NIOSH will
provide a test schedule fof any respirator against
any specific cqﬁtaminant.' The use of ﬁnﬁpproved'
respirators even in special use situations is unacceptablé
unless,épprovalixipending before NIOSH."
This is not and haé not been the case'with the
exiétinq MSHA and NIOSH api:roval system. 30 CFR 11 is

unworkable as it does not allow new better worker protec-

~ tive devices to reach the market place fairly.

Over the last 10 months, NIOSHE has been doing
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a poor job in communicating the status of approval
testing with manufacturers than ever before.

 They presently havé'not a;lowed witnessing of
tests and will not discuss the status of submitted
éroducts. ' On witnessiné of tests, NIOSH must be audited.

Errors have been made-by NIOSH in testing, and
so we avoid éhis particular question. I will give you
an exampie of a respirator that was mistakingly tested.
Iﬁ}s 9920, Qhen it was firgtrsubﬁittéd, which is a dust,
fume and mist reépirétof by 3M companf. | |

It was submitted,ttested and failed. 'We were
not informed of when the.tést took place, but when we
were informea of the failure, we started-to ask same '
guestions as to why it would have failed when it passed
'in our laboratorf. |

And this is one of the things that I think
ﬁiOSH has been.had upon; and that is, I doh‘t think
that they have insiétedrtﬁat everyone alwaysréubmits

data on some tests before thev start some of their

approval testing, but on this particular case, because

our respiraﬁqr did not fiﬁ into the same hoider'as
real rubber_face,pieces, i£ was taped with masking. tape
to tﬁe'holder. T

- Of course, the lead fume went through the

masking tape, and our product failed.
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Since that time, we have had the product ap-
proved because we went through that particular activity.
But, Jim, I did want you to know that there was one case
you wouldn't have to ask me about, and I'm not ashamed
to talk about it because I don't think you're a policeman.

From the point of view that there is no pressure
on test technicians, if things are done éorrectly 50
there is not a problen to watch them test, NIOSH
can establish ground rgle§ of‘what a witﬁess to a test
can do and cannot do.

Perhaps the ﬁost irritating aspects of existing
NIOSH policy is its position of refusing_to discusé
the status of certification testing. When a prodﬁct
is submitted and delivered to Morgantown, our experiénce

is that it's as if everything disappearedminto a black

"hole.

Recently, 3M experienced at least a four-month
delay between the actual approval testing and QA test
approval, and receipt of the letter of certification.
We do not undérstand why NIOSH would want to deléy'
introduction 6f an approved product to the market.

_If énd when questions arise on a submitted

product, we are confident that a 1l0-minute phone call

will often solve the problem. The problemrshoﬁld be

solved as éxpeditiously as possible.
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In summary, option number one shoﬁs no imme-
diate relief thét helps either the user or the.manufac—
turer or, in my opinion, NIOSH.

Option number two,‘és ocutlined, is subject to
the same objeﬁtidns as we have stated against the first
option.

(END TAPE IIB/BEGIN TAPE IIIA)

-~ at this hearinﬁ.'rThe'fifst one boncerning

stop sale and recali of products has never been subject

"to public review. The second, regarding an appeals

procedure, has been commented on in a number of hearings

with NIOSH since 1974.

" Both subjects are important, and thev should:
either be properlv become a part of 30 CfR 11 with a
public hearing or be dropped. These guidelines cannot
be alloﬁéd to be accepted as standard NIOSH approval
operating procedures without thorough comment and
review.

The same_is true of a process by NIQOSE or by
any agent of NIOSH concerning field audits of samples
utilizing guidelines not reviewed publicly.

In addition to these voluhtary guidelines,
NIOSH uses many other test guidelines for respirators

that have never been published and subject to public

review.

ABL ASSOCIATES, Inc.



10
11

12
13

14
15
16
17
18
19
20

22
23
24
25

1181

Less, not more, power of certification should be al-
lowed the existing MSHA-NIOSH system and their responsi-
bilities more closely defined.

3M feels that option number three, privaté
laboratory certification, will only introduce another
.level of confusion, an excuse for delay to the present
approval communication proﬁlems. |

Also outside certified laboratories wbgld

result in disagreement as to conformance or non-

conformance. Uncertified laboratories would be worse.

If laboratories are to be certified by NIOSH, manufac-

\

turers who élready have thé equipment and expertise
cannot be excluded from certifiable status.

The Consumer Product Safety\Commission-wasisug-
gested By-the consultants as a possible model  for:
NIOSH to follow in the area of health and safety prqduct
testing and control. Wg do.not agree with this recom-
mendation. | |

3M experience with the Consumer.Producﬁ Safety
Commission in which air spill spray adhesive case | ’
occurred is efidence that power_to'ban a pfoduct without

mandatorf safequards requiring full evaluation and

critical review of the data results in severe hardship

to the users and expensive financial loss to the manu-

-

facturer.
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The latest of these is the decision not to
approve dust respirators for asbestos, even though the
respirator meets the test requirements and the law.

It is important that NIOSH personnel be require

¥

to-consistently folloﬁ correct rule-making procedures.
Requirements or changes ta: requirements for certifica-
tion must be subject to qulic'hearing-and review,
VAny outside laboratory déﬁa.system set.-up by NIOSH
must be subject to specific cr&ss éhecks for data
validation and stringeﬁt published rules for information
release. |

Advérée data wauld have to be confidential and .
not disclosed by anyone, including private-labofatories

acting on behalf of NIOSH until a thorough review of

the data has been held with the manufacturer.

Today, this procedure does;not exist. In 1972
and 1973, early release by Los Alamos of incomplete
test information ffom NIOSH contracted research was
harmful to the 3M company respirétor program. As in the
case of cption humber-onef 3M feels option number two
is unworkable. To gi&e mﬁré power or to agree to the
power'level of the existing NIOSH-MSHA situation that_'
is not'working'is not acceptable. |

In case ybﬁ‘missed our é§int; the present systen

is slow, inaccurate, arbitrary, ineffective and inflexible. .
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The results of :umonidus actions by federal
agencies are long—ﬁerm cbﬂsequences. Lawsuits at 3M
continue over six fears after theConsumer Product Safety
Commission withdrew the séray adhesive ban that was
based on-évidence which could not be véxified.

The widély publicized Consumer Product Safety
Commiésion ngtional'net%ork for‘obtaining data
on unsafe products has weaknesses thét can easily result
in misleading conclusions.

R Any data coliecting sysﬁem that does not

incorporate_procedures for verify;ng.information at
the source is subject fo guestion. Unﬁerified data that
are extrago;ated to supposedly nationwide.statistiés
are even more quesﬁionéble.

To support our position in this regard, we

reference a report to Senator John Tower from the

Comptroller General of the United States Number Bf139-310.

‘The report is undated, but is in response to

Senator Towers request dated April 29, 1974. The

[

report is attached, but will not be read.

| We believe that it is advisable for NIOSH to
periodicaily-test safety équipmeht obtained, through
normal commerqial’channels.n We also know that:the
results of‘thése tests must be handled‘by well-

structured mandatory procedures. This will prevent
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embarrassment to NIOSH, unacceptable delayé in correct-
ipg errors, unnecessary concern on the part of the
public, and unwarranted expense to safety equipment
manufacturers.

The need for éubmission of operating use and
maintenance manuals to NIOSH does not exist. The manu-
facturer has the responsibility to provide the customer
with technical data to effectively use and maintain
specific products.

The amdunt of data for proper product use very
considérably and must be established bylprofessionél_
tecﬁnical and legal staff. |

Some manuals reqﬁire detailéd assembly\use and
maintenance instructions. Because certain types of
persohal protective eguipment are product specific,
each manufacturer must develop his own qperating and
méintenance instruction manuals.

3M experience shoﬁs that a ;oncerted effort
is required to produce a manual that gives the customer

what is needed to obtain satisfactory use of his product.
Experience also shows that as a product is used, more

is learned from field trials and customer service.

Consequently, changes to manuals, use instructions

4

are initiated where-needed to keep manuals updated for

proper product use and to prevent misuse. It would be
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a disservice to the users of respiratory pfotedtive
equipment to be forced to wait for manual changés while
NIOSH reviews and approves them.

In addition, HIOSH is not in a pdsition to
approve or disapprovera medification ¢f a manual without
consultation with a manufacturer, and without enteriné
into development research to determine fhe efficacy of
a change.

This is not proper activity research to solve
a particular manufacturer's.probiem of NIOSH. There
certainly would be no objeétion to proviaing MIOSH with
copies of manuals, posters, maintenance and data
sheets, sell sheeéets, et cetera, for their record;, but
not as a part of approval.

It seems to 3! that the literéture describea
in this section is similar to the manuals &and supporting
records required for guality control plans. NIOSH
has aqknowledged’that this requirément does hot‘contri—
bute to the current testiné and certification program
and recommends that this reguirement be eliminated.

Likewise, Qe recomrmend that this proposal be
dropéed at this point.

In regard to the other specific areas about
which NIOSH requested comments; most answers are simple.'_

Group testing of respirators is unacceptable.as it
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is, and unnecessary restraint of trade.

To force all manufacturers to go at the same
pace, to make it more convenient for NIOSH testing,is
not acceptable. NIOSH.must either test efficiently or
get more people justified in their budget if they are
to continue to test. |

We agree with NIOSﬁ'that they no‘longér try
to make an in-depth review and approval gquality control
plans. The product quality limits'thaﬁ NIOSH set
defined quality.levels. In the'reél W6rl&} there are
no 100 percent certainties.as so mény variables exist
over whicﬁ no controls are possible.

NIOSH must be sure?they sémple and statistically
review field audits of prodﬁcts.

In regard to changes td"approved devices,
the present system is indiscriminate and places.meaning-
less burdens on both manufacturer and NIOSH. Our views,
then, in summary are: one, auﬁoc;atic administrative
activities béing perpetrated at NIOSH and the current

concept of design specification must both bé abandoned.
Performance criteria for products sﬂould be
jointlyrestabliShed by NIOSH and industry. Sincé neither
NIOSH or MSHA has sufficient expertise'within'thei: |
present organization to properly draft a performance.

oriented regulation, Dr. Robbins should again establish
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a cormittee of experts from governrent, industry and

. other interested parties to draft a new 30 CFR 11

regulatidn immediately.

Second, reproduceable test methods whiéh'can
be used vo judge whether products meet performance
criteria éhould be developed and agreed upon'by NIOSH
and industry.

| _Third,'self—certif;catiop by manufacturers should

be_employeé. NIOSH and manufacﬁurers'wduld then have
mbre confidence in each other. Problems of NIOSH

liability and use of NIOSH as a development laboratory

- would be eliminated.

The removal of gquality assurance plans as a

-requirement for certification is a good start toward

the above system. The ideé of manuals, et cetera,
being submitted for approvals is counterproductive to
the idea of eliminatiné quélity assurance plans.

Ve sincerely hop; that these comments will .
assist you in promulgating a new system which will

emphasize a testing and certification program based

on respirator performance, and which will be able to

accomodate and encourage the introduction of new and

innovative products.

We submit that these goals can be achieved

without sacrificing worker protection and if not
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accomplished; will ultimately have a severe negative
impact upon all those workers who depend upon our
professional expertise to provide them the best respira-
tory protection possible.

Are thére any'questions?

‘DR. MAY: Thank you, Einar. Aré there any
questions or comments?

~ MR. TIPTON: I'n Frank Tipton from OSHA. For
reasons I assume will be somewhat sélf-evident, I'd
like to pursue a .couple of péints that you brought up.
a l;tt;e bit. | |

I'd like to request that, if you would, that
youfdisubmiﬁ for thé record infbrmation about two items:
one, any data that you havé that would show that an-
apProved respirato:s are, in fact, protective of thé
workers, and including with that, a déﬁcription of the
test methods; and ﬁﬁe second one woﬁld be anﬁgdata |
that you have,thaﬁ would éhow that approved fespirators
are not protective and, offcourse, a deécription of the
test methods.

MR. HORﬁE: We wili summéfize some comments
with those two things, and submit them to the record.
We have examples of both.

MR. DEN BIEN: Gene Den Bien from OSHA. I
guess Mr. Horne just raised up ;_question ;egarding the

-
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asbestos for the dust respirators. As far'as we know,
the silida dust -- size for silica dust using tests,
about two nicrometer aerodynamic size. Asbestos fiber
generally have much smaller size than two micrometers.

If ény respirﬁtor manufécturer has some data
to indicate that those penetration if you're rﬁnning
asbestos, vou will have a penetration just meet current
requirement.of concentration permit by the OSHA standard.
I see nd reason why we cannot accept. the curtent approval
for asbestos use.

MR. HORﬁE: I have two points I'd like to ﬁaké

on that, Gene. The first one is, number one, this change

is being. made arbitrarily without any public review, '

number one.

Number two, there is test data on 3M respirators
that has béen run by the Safety and Mines Research Labora-
tories in the U.K. by the Australian:gbvernment that
shows the efficiency of our respirators against asbestos.

And my main point on this 1s the fact that I
do not think that it is proper for NIOSH or OSHA to
arbitrarily make new rules that fall outside the guide-
lines that they wrote in the first place and quit
using them.

HR. DEN BIEN: And if you come to point right

now, evervbody is putting the blame on NIOSH. They

ABL ASSOCIATES, Inc.



10
11
12

13
14

15
16
17
18
15
20

22
23
24
25

190

did everything wrong. The method is bad. Right now,

if they want to do something, improve the product to
protect the worker, then everybody object -- you need

a justification, you need that. I don't think we really
haée to think abouﬁ which is important. Is protect-

the worker importan£ or réally, we just talking three
days. Everything wrong with NIOSH but nsbody really
want to do anything right.nqw.- You know, if vou want

to improve regﬁlé#ion, it would take so many years to
f£inish.

How about next three years? What we going to N

~do? We going to incur a method? We have to think of

some way to protect the worker.

Mz, POYEDRS: Yes, .I want to kind of back vou

'ﬁp a little bit, Einar. My narme is Jim Powers. On the

new two micron requirement you're saying is put in

arbitrarily.

Yesterday there was a paper presented by OSHA .

l.saying thev wanted to reduce the electrostatic filtering

-system, and now they'reta;king about mechanically

filtering two microns, you know. This doeSn;t seem to
me to be cpmpatible.

and so when you start looking at a two micron
which has in the past been considered respirable, I agree
with you, Einar, These things should be a little morer
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carefully considered before they.are just arbitrarily
put in eiffect,
DR. MAY: I have a comment I'd like to make --
I feel compelled to make, really, in light of one part
of your comments, Einar., I think it would be good
to set the record straight as far as my involvement in
this program because some 6f you are not-awaré of it.
I've been involved with the testing and certi-
fication program for about seven months now, havihg

been assigned bv Dr. Robbins in January of 1980,

"to act on his behalf with the pogram, try to keep him -

and Dr. Freunds aware of what'waé'going on day to day
before they have a lot 6f other things to worry abouﬁ

in the  institute, and to éet involved wiﬁh Jim and

the group out there and try tomprovide whatever assistance
I could, coming from Rockville and out of theroffice

of the director.

And several things-have become quife obvioﬁs
to me during this period' of time. One -- and we've
said this véry loudly, clearly and honestly.-- the
program has_major prdblemé. We would'iike very much
tolchanée that program around to something that is
totally oriented toward the user so thét they can -
rely on -the equipment.

None of us today in this room will stand and
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defend a lot of things thaﬁ havé hapéened £o that pro-
‘gram over the years. |

We've been véryrhonest and aboveboard in this
éffort to produce changes that we think are necessary.
This is an obvious area whefe we're going to_get a lot

-of disagreement among peopie.as to which is-a proﬁer'
course of action to Eake.

'_Now,.havingrsaid, that, I'd like'to introduce
into the re&ord my strenuous objection to the statement
made Ey Einar on page 12 of his testimony which states
.that;-“The présept systen has been and is being abused
by those involved in the cerfification prdcess."

Now, he did not elaborate on what that really

‘means to him, but it could be misconstrued or interpreted

by people who hear it as an obvious attempt on the pért_
of the people iﬁ the p;ogr;m to simply do thét --_to
Vabuse 30 CFR lllor whatever éystEm the program operatésl
under. | |

I find that to be totally 180 dégrees off from

the truth, and I feel compelled to say that. There are

a lot of people in the program out there -- not enough people

were crying for aaditionallresources. A lot of people
who are very dedicated to ﬁhe_program and who havela lot
of expertise.

| In sum tétal, they may not have and probably do
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not have the expertise of;é lot of the companies in-
volved in this field.

They are not either consciously of unconsciously
involved in abusihg any:power they have in this certifi-
cation program. They Eoﬁid be aecused, along with me,
of being zealous in trying-to chénge_the program, in
trying to chanée a lot of tpings in it that are wrong,
that are improper and at_times, we_probabiyﬂhave exceeded
the authority of 30 CFR 1l and made some suggested
changes td the érogrém thét will, in fact{ have to go
through the Administrative_Procédureé'Act:and will do

so in the course of the action.

It w;s never our intent to undermine that
authorityrbr to pass off én the.part'of thé ménufacﬁu:ers
o#.thé publi¢ at large iliegal acts or/do_things that |
we dia not have the legal authority to do.

| It was a zeéi to try td correct what's wrong
with the program. We need a iot of help:in trying to
turn this.prog:am around. I mentioned yesterday, we
welcome the formation of the ANSI ad hoc committee and
the people on-that group who have considerabie expertise .
in this area. | |

And I would, agaiﬁ, like to say that it is my
opinion shared by Dr. Robbins that we have deficiencies.

We have problems. We have lack of staff and resources,
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but we don't have anyvbody in the program now that I'm

aware of that is involved in abusing that authority.

Aand I wish, for one, quite frankly -- and I'll

make this appeal -- that those people in the-manufacturing

and uéer communities who disagree with us, I have no
gualms of that.

But as my father told me when I ﬁaé growing up,
I haweproblens with people ﬁho aré disagreeable.
And I would hope we could_end this diatribe, one against
the other, ané get on with thé business of trying to
'tufn this program around. It is absolutely essential.
Eﬁd I think today would be the day'maybe we éouid start
doing. that.

'And so I would hope that anyquy who presents
a étatemént after this, if you-are going to talk about
abuse of any power or of the prdgram in Morgantown, I
would suggest you bring absolute hard facts with you .
because you're going to be pressed to provide them.

The?e is no way we are going to change this
program around or gain any credibility if statements

are made at meetings that can be misinterpreted. 1I'll

give Einar the wherewithall to say that that might not

have been what he wanted to say or that additional words

would have clarified that..
The people outside of this meeting are going
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to get this transcript, and I don't want them to mis-
construe that we agree in any way that there has been
any abuse of this power that NIOSH has in this certifi-

cation progran.

Now, one brief second point, and Eﬁen I'l1l let
Dr. Oﬁhold -

Onipage 15 there is a statement that deals with
stop-sale and recall of producﬁs. "It has never been
subject to public¢ review." | Tﬁé second -~ and I'm
ieading'fromTEinaf's testimony, "The second regard;ng
an appeais procedure has been commented on'in a number
of NIOSH hearings since 1974. Both subjects are impor-
tant, and thgy should_eithef préperly becomé_a parﬁ
6f 30 CFR 11 with a public hearing or be dropped."

Now, my comment will border on tﬁé witnessing
proceduré we talked about this morning -- the right
bf thé manufacturer or the applicant'to ﬁi#neés testing
of his products. That is in 30 CFR 1l1l.

| if you are familiar with 30 CFR 1ll, there are
no details provided. It simply says ﬁhe manufacturer or
his == the apblicant or hié agent, and there are some
words added, and it talks about witnessing tesﬁs.

By putting out on June 20 this appeals procedure

rfdr witnessing of tests, I don't believe that there is --

that that can be construed in any way as any deviation from
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30 CFR 1l1. Ve're simply saying these are the procedures
welafe operating under now, and spells it out very
clearly for everyone involved.
So those are two parts of the testimony that
I found to bé -—- one to be quite offeﬁsive to me, énd
the second to be an error where I think some =-- an
area where some misinterpretation may have occurred.
And with that, I'll -
MR. HORMNE: This is Einar Horme again. I'd like
-to just éommentxn:the abuse section.

We didn't write this document for a seven-month .

- look. We have been trying to live as manufacturers of

innovative devices since 1963, and the changes to the
30 CFR 11 héve not happened. |

Now, I gave you some time frameworks of wheﬁ
the ;ast hearing was held. Until Dr. Robbins got in
offiée and some more preséure was applied;‘we did not
hear a thing gbout any modifications to 30 CFR 1l.

I feel that borders on a very, very poor
utility of the work fuﬁction that NIOSH has been charged
with. To me, that is an abuse qf thé system. I will
define another abuse of the system for you; and that
is in Januéry this vear, we subm%tted a product for

approval.

It was submitted o January 16th. On January 29th
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it was tested. On February 14th, the QA plan wasA
approved. On February 1l4th, Mr. Cook, who was then in
charge of the testing and certification releases,
wrote én the test document that no further action would
take place on this particglar device until some deciéions
were going to be made on single use.

Hovw, after ﬁhat, the following things dccurred.
On 3/26, Nancy Bollinger cbﬁpleted her:test report into
the sysfem. Then during this éeriod, Don”Wilﬁﬁé of

our QA laboraﬁory who is in charge cof approvals has

made a number of calls to try to find out what the status

of this product is.

He got no information. So your system is working

, very well, Jim, from the point of view of no information

being feleasea.

So in May, being a little frustrated, we filed
for a Freedom of Infomration Act on our own preduct,
and I think this is pretty sad. Now, the first time
we vere supposed to get the data, somehow it got lost
in the mail so we didn'£ get it first tripraround.

| On Jﬁly 22, the information was sent from
NIOSH to 3M. On July 23, I reqeive@ it. I looked at
this particular approval proqedure and, quite frankly,
I still didn't have a letter of certification.

Now, it seems to me that that is as close to
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abuse on a system as could possibly occur to keep a

vproduct off the market; That is my definition of
abuse.

Now, we may disagree in the definition, but the
fact remains that we are Hot expeditiously getting
approvals through NIOSH. é |

| DR. OPHOLD: Jim Ophold, NIos_H. I think that
Einar expects an: answer, anﬁ I inténd.to give him one.
It's -- I think ﬁischrShdlogy is ;ight. I wouldn't
guestion those facﬁs at all. | |

low, iﬁterprétation of that chronology is very
iméortant. Hé'S'right.' Mr. Cook did write -- and I
den't have those papers in frant of me to say absoluyte,
but in the'framework that Einar was taiking, he said,
"Yes,:wé need to hold thié.“ And then Néncy Bollinger

did run the tests. '

But take one thing into consideration. The
\

- answer —-- the OSHA cancer policy was in the mill at that

tiﬁe, and sometime in the spring, asbestos Was'deciared
a carcinogen. |

Now, I'll ask everyone in this room if you
were in ny position, would you have approved the
single-use dust respirator for use as -- for asbestos

and any other carcinogen or dust in general? We were

in a predicament. 'Now, we wanted to do what was right.
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I told Einar this on the phonerthe other déy.

What we did we think is rational, reasonable
and practical. Ve didn't-give him'a denial of his
dust respirator for all other dust. The only thing we
said and indicated was-that we cannot give you an
approval at this time for asbéstos.

We have followed up with a memo to all manufac-
turers saying, "We don't know what the policy should
be or is going to be when it comes to single-use
dust respirators for asbestoé and any other carcinogen.
We do know -- and I state that emphatically ih a véry
short ﬁeﬁo to all the manufactufefs -- that we will
go through the due process..:And if you--- if this-
group tells me I am wrong, I'll consider that. I think
I am right by éaying when .asbestos wasrdeclared a
carcinogen, that I have no.propf'to.show that asbestos
-— that single use dust respirators should be used for
asbestos. |

How, if somebody can give me the data Eo show
that, I'll be glad to reconsider. We will go through
dua@rocess in denials or approvals{

MR. IIORHME: :This is Einar Horne with one comment
on that, Jim, and I respect what gou're saying and
your ability to defend what you are defending.

You have inherited a pretty wild thing. On the
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other hand, those of us who have been in the business
for a number of years, we are now going through our
fourth director of NIOSH with little, if any change to
30 CFR 11. |

I think that if you recéll,one of my main points
was that I think it is terrible that respirator manufac-
turers are not being told the status of ﬁheir product.
Give us a chance to work with you. Don't make arbitrary
decisions in March that I have to'ask for'Freedom of
Information Act infofmationrout about to get in July
when you're making a decisioh on asbestps in Februéry._

I.have a little trdub;e Qith the sequence. I
hear what vou're sayingf but I thinkrthere is a better
wav to let us help vou.

DR. OPHOLD: I will not pursue this any further
only to éay to you, Einar, fhat we will énd'have re-
considered the communicatiogs between manufacturer and
our laboratory, and that's all I'd like to say bn that.

I can only say in regard to the asbestos situation{
we did not make any decisions in February.or March. It
was in June of July that we made that decision on what

to do.

MR. HORIIE: .Again, we could keep this all week

as we do on the telephone.
DR. OPHOLD: All right. I have another guestion
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then. ﬁow are we doing for time?.
| ,bR. MAY: We have blenty of time.
ﬁR. OFHOLD: Einér_mentioned the fact that pri-

ﬁate.sector, and I quoﬁé oﬁ page 11, "The grivate sector
is better suited for reséarch than NIOSH." I would
have to say in certain areas, perhaps the manufacturers
has -- are very capable to do the reséaréh. I‘fhink A

since research does cut across many, many lines that the

federal sector should,_perhaps, continue to be involved

~

in réseafch.
I do have a quéstion, though; and this is éome-.

thing - again; i keep gping séck-totﬁe Intérnational

Respirator Research Workshop'that's goiné to be held in

Morgantown. But as I mentioned yesterday, the theme of

that first day is the use of respirators. And I will

share with you and you can share with me the experiences
we've all had when we go to the work place and we

see respirators hanging around our colleague workers'

necks.

Now} if manufacturgrs are'so-gung ho on doing
research for Eetterment,,fér improvement, I would say
that we havénft done much.in the last 20-25 years to
ée£ the worker to where a comfortable, usablé, efficient
prdtective ;espirator.

I'd just like to hear your comment on that. Aand
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I don't think, Einar, you should take the —-
MR. HORNE: I'm willing to take it on.
DR. OPHOLD: -- the whole questiocn, but go

ahead.

. MR, HORNE: I think that can be answered real
simply, Jim, énd‘that is the fact that I think respiratory
‘protection today, as compared to 1930, as comparsd:to

1940, as compafed to 1976 has'dfamatically improved

- and the easy way for vou to judge that is by the number
. of units that are being worn by workers, and the manufac-

. turers do respond to complaints about, in our case,

respirator collapse or, in the case of other types of

respirators, we can't comnunicate through them.

There is a lot of good WOfk that has gone on
iﬁ these areag; and if you just lock at the sales of
respirators now vefsus fivé years ago, I think you'll
find on a world-wide basis, they are being used mﬁch,
much more th:dughout indus%ry.

DR. OPHOLD: I would have to &isagree. Certainly

more being sold -~ I don't know where. 1I'd like to

see the data if you have it, but more are being worn.

If you could supply that for the record, I think we'd

appreciate it.

Also I will ask you the same questions I have

asked other manufacturers. Can you, for the record, supply
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us the market information on the sales from the 3M

Company?

MR. HCRNE: That's very simple. I really don't
‘know what that would have to do with NIOSH and the

hearingsg, but I don't have the data.

But I really don't think that's pertinent to

30 CFR 11 changes and modifiéations that are hecessary

technically.

-DR., OPHOLD: You're perhaps somewhat correct in

- challenging that request, but on the other hand, we

would like to begin to get an idea of how many respira-.

tors are going into the work place each year, and that

-is why I asked. that questidn.

The next two comments that I have are going to
be very brief. In the example that Einar used as.
where we goofed up is-someWhat'Cerect'and somewhat not

SO cor;ect.

Well, it happened, and we did issue some informa-

"tion to the 3M Company that thev failed, but they were

invited in to witness the tests and the tests were
rerun. This happened, as I understand it, over two years

ago, and I also understand that that was tne first time -

~we ran the lid test. So I think -- yeah, we did fail.

This is a:good indication to admit that we maybe didn't

do it right, but we also want'the record to show that we
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were scientific enough about it to listen, to go back and

redo it.

And the 3M'Company was asked to participate.
The only other comment I have is that on page 16 of
the testimony, Mf. Horne states, and\I quote, "In case
you missed our point, the présent system is slow, in-
accurate, arbitrary, ineffective and inflexible."

I will certainly take.exception to that and

_for the record, and say that we are turning things

around as far as the appliéations go, as I mentioned
this morning, froﬁ a couple of weeks to not more than
90 days.

We feel we are accurate. We don't think we
were arbitrary, an& by God, I think we are about as
effective and efficient as we can getxwhen our staff
has goﬁe from 45 down to 34. Thank you.

| ﬁR. MAY: Any other comments or questions?

If not, I thi are going to call it a day. We'll

see you tomo' t 9:00 o'clock.

(Whe , there being nothing further, the

hearing was concluded, to be resumed July 30, 1980.)

ABL ASSOCIATES, Inc.



