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Good mornlng ladres and gentlemen Welcome to.
this publlc meeting convened to discuss NIOSH's role in
the testlng and certlflcatron of resplratory protectlve

devrces.

My name is. Jon May. I am'preeently serving as e

',-Specral Assistant to the Dlrector of NIOSH for Testlng

and.Certlfrcatlon._ I am servrng as Chalrman of thlS 3- day

-

At this time I wrsh to make. several 1mportant

annOuncements concernlng conduct of the meetlng and use

{1 of these facrlltles.

a) The times llsted in the nrograﬁ for mornlng
_coffee/tea breaks {10:20 - 10: 45) and- for
7'1unch (1: 15 - 2: 15) must be rlgldly adhered
rtor If you desrre to have lurich in the NBS
cafeterlaJr please do not do so prlor to'f

"1:15 p.m. For those not de51r1ng to use
- the cafeteria there are‘restaurants_ln the
_area{"aﬁproiimately 10—15:minutee away byh'

:-autbmobiie.

ABL ASSOCIATES, Inc. =
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DR. MAY. Each day s sessron w1ll begln promptly

_at 9 a.m., although thls morning, we'’ 're promptly at 9 05.

It is expected that each day's program w111 end at approxl-

mately 5:15 a.m., with the possible exceptlon of Wednesday

.afternoon. At thls time, there are no papers to be pre- :

sented- however, if there is a need for further dlscu551on

or comment, we'll certalnly have tlme to go lnto that on

Wednesday.

The National‘Bureau;of Standardsrhas prepared‘

a sheet that gives some other information'that lfd like to.

: just go over brlefly.

There are two phones out in the front, ‘and those

'telephones can- be used for incoming calls. If you make

calls out of the fac1llty, there are pay phones out front.=}

Please use those phones, but anybody that may be

‘ contactlng you is free to call the numbers lxsted 1n the '
'program, 921-3330 or 921-3340, and those calls w1ll come J_;'

in through the_desk.y

" We have a young lady out there who will take

‘the messages and see that5pu get them- very promptly.

As I said, the coffee breaks are llsted in the
morning. Because of.the late lunch; there-wlll be no .
afternoon break, per se.

The sheet also llStS the mlscellaneous serv1ces

" ABL ASSOCIAIES Inc.
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that are available in the facility;-the bank, beauty andf

barber shop, et cetera.-

There will be no smoking}'food‘or beverages per-

" mitted in this auditorium, and I please askfyou to adhere

to that.

Now,_no'meeting would start off right'without a_

problem, and we already have a problem thls mornlng,'a

 problem that's Just about. sent - me through the roof earller.‘

We have a court reporter that was supposed to be-
here at 9 to make a verbatlm transcrlpt of thlS meetxng,

and Idwon't belabOr you w1th the problem, but they reoelved

'a notification from soﬁebody that the meeting had_beenf'

. cancelled.

" She. Wlll be out between ‘11 and 12 ' Whatiwe‘re
\ _

'g01ng to do through the generosmty of Natlonal Bureau of -

Standards,.somebody w1ll come 1nto the room about 9: 05 or

9:10 and set up recordlng equlpment, and we w111 be

'actually recordlng everythlng sald on tape untll at least

the court reporter arrives.

I do have to inform you that, of course, the

- . meeting is- belng recorded

At thlS tlme, I would like to just briefly mention

that on September 9th through llth in Morgantown, West

Virglnia, there w1ll be an,Internatlonal Respirator
Research Workshop held which some of you may find interesting -

ABL ASSOCIATES, Inc:




and wishrto attend, andlthat*ewhy'Ifd.iike-toijuet'
mention that at_this'time. f | |

'There is,:in fact, a'orogram.thathas;been
brought_to this meeting. ‘CopiesareAavailahleatthe

reglstratlon ‘desk. Please piCk one up when'YOn get a

-~ chance. It lists the -agenda for thatprogram, and it should

. be a very 1nterest1ng meetlng.,"

I have just been lnformed that they already have-'

set up the equlpment for recordlng 1n the booth so every—

thlng is belng recorded as of thls moment.-

It! 'S probably a very approprlate t1me to enter

" into the record our. thanks tc the Natlonal_Bureau.of

Standards for perm1551on to use these beautlful facalltles.

-

Anyone who has been 1nto the Parklawn Bulldlng"
in Rockville would have to agree that’ there s no comnarlson.

These are truly magnlflcent government faCllltleS,-:~
and 1t s a pleasure to held a meetlng 1n somethlng as nlce
as this. |

I would also llke to exprese on behalf of NIOSH |

special thanks to Joanne Lorden and Rita Plnonne of NBS

and to Peggy Cunnlngham and Nancy ‘Hearst of NIOSH for

their assistance in maklng arrangements for this meetlng

I would now llke to 1ntr0duce very brlefly the

following people from the Division’ of Safety Research NIOSH

Morgantown, West Virginia. This divisron{ as you prohably.

ABL ASSOCIATES, Inc. |
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'know,_contains the testing and certification branch which
is responsibie-for administering the‘respirator testing |
and certification program.

lSeveral of those people are up‘front, Dri.0pold;

who is Director of the Division'of Safety Research. 1111

.read them off as i have them. Dr. Donald Campbell, Deputy .

Chief" of Testlng and Certlflcatlon Branch Mr Ralph Touch,

Actlng Chlef Testing and Certlflcatlon Branch Mr Robert

1 . Shute,. Spec1al Assistant to the Dlrector of DSR -I belleve:
Bob is not here yet. They re com1ng*1n thls mornlng, I

think.

- Ms, Nancy Bolllnger, Superv151ng Chemlst,_Mr.‘

. Samuel . Terry, Superv1sory Chemlst Mr Olin Defenbaugh
'Chief, Phy51cal Agent Sectlon, Testlng and Certlflcatlon
'Branch, and, Mr.'Robert Irw1n,‘wr1ter, edltor, OfflCE‘Of
_.Adminietrative Management who-is here; and theee people
_are here and were-introducedfto let yon‘knoﬁ who was-.

running the program and lf, in fact, you have any questlonsd';g

durlng the meetlng that. you care- to address to any of these

people, please feel free to do s0.

The purpose of thlS meetlng 1s to prov1de the

: publlc an opportunlty to comment on the NIOSH testlng :

and certlflcatlon program for resplratory protectlve

devmces, presently conducted jOlntly w1th the Mlne Safety

'and Health Admlnlstratlon under 30 CFR part ll

ABL A__SSOCIA'IES, Inc.
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The issues and topics to be discussed at this

Y

public-meeting ate intended to.PF§Vide the neoessary-focus'
_ ~ for restructuring the testiné_and'ceftificationfprogran.
| ; [ Thisrmeeting is being-heid‘as a follow—uphto an’
3 evaluation of the NIOSH testlng and certlflcetlon ptogram '
1.4__ . conducted at. NIOSH's request by several consultants, namely
- 5 2 ' Dr. Morton Corn, now Professor and Dlrector‘of.the DlVlSion‘:l

of nnv1ronmental Health Englneerlng of the Johns Hopklns
fUnlverSLty, Rlchard Breef, Dlrector of the Industrial

_Hygiene Research and Env1ronmental Health DlVlSlon of

- Exxzon Corporatlon, Mary Wynn 0 Brlan, A551stant General

:TEe' :Counsel for the Unlted Steel Workers of Amerlca, Robert-
,ii- ‘ Firenz, Pres;dent of RJF Assoc;ates; and Dav1d Scott, now
- 13. with NIOSH. - ‘\ | | | | |
14 o f' " The report of the consultants' evaluatlon was made
.15 .' avallable to the publlc through notlce in the Federal |
16 | ' Reglster on February 15, 1980.
17 At this tlme,'I would ilke to enter two documents
18 into.theifecord'of this meeting. The first is thei“
1? oonsultants' repott‘and is entitled,f"Evaluatlon of;the.k-
zi NIOSH Cettifioation Program, Division ofASafetyReseanch,
52 | Testing and Certification Brenoh."' Tt is otherwise;ioentified'
23- ' ~as DHEW, (NIOSH Publlcatlon Number 80—113)
24 | : I For the beneflt of those attendees who have not
- 25 _'received a. copy of the”consultantsﬁreport,-we haye brought;

ABL ASSOCIATES, Inc.
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appr031mately 50 coples to thls meetlng. The second docunent~

is the Federal Reglster of June 18, 1980 announczng the

meetlng and- llstlng some of the mostlmportant issues for

discussion. .

This document is identified as the Federal

Register, vdlume'45; Number'lls,'pages 41219 through 41221 -

publlshed on June 18, 1980.

For those in. attendance who would.llke a. copy of
thls annonncement we have brought addltlonal coPLes to the-
eetlng -and they can also be plcked up at-the reglstratlon”
desk. 7 | |

To accompllsh the goal of the publlc meetlng,."

T we w111 proceed as follows Interested persons who have

dvrsed NIOSH that they w15h to present statements w1ll
present.such in the order set forth in the program that

you,have recelved.

Bach reguestor has been glven the full time’

- requested. ' In addltlon, dependlng on the length of tlme |

'i requested, an addltlonal perlod varylng from flve to 15

minutes was added -in order to allow for questlons,
comments, et cetera from the audlence.'-
In addltlon, dependlng on the need there 1s

tlme during the late mornlng and the afternoon of the

'30th for questlons, comments, supplemental or addltlonal

statements.

ABL ASSOCIATES, Inc.



All wrltten comments submltted to NIOSH, but
P ‘ _ not presented at this meetrng w111 also be entered lnLo

the meeting record.

] In aoaition; the record will oe:neld.open until
z: Augnst 29, a'perio& of 30 days in:Orderto-receiVe additional
4 fcomments and-rnformation.
B .S k - . —A verbatim transcriptrisbeing'made of:this

meeting,.and along with all material received Will'constitute :
_the OfflClal record

Any 1nd1v1dual or organxzatlon w1sh1ng to. obtaln

a copy of the transcrlpt must make thelr own arrangements -

19- with ABL Assoc1ates, the transcrlptaon serv1ce.
12 ,At_thls point, I ll 51mply ask are there.any
- . questions.regardipg mf brlef_lntrodnctory remarks?
14 - _ :(No resoonse.), |
15 -1 ' : We w111 now begln with the-presentatlons._-The.
16 | . flrst speak is Dr. Morton Corn, Professor and Dlrector of
17 the Division of Env1ronmenta1 Health Englneerlng; the Johnsf
18 Hopklns Unlverslty. |
‘ v Dr. Corn w1ll dlscuss the flndlngs and the
z: _recommendationsrof the consnltants whoevahuated_the‘:
22 .'ﬁIOSH Respirator Testingand Certification ?rogram. :Dr.t'
2z _Corn.' | | |
A24 : ' _- DR. 'CORN- Thank fou; Dr..Maft Good-morning.j,
- _25 | Flrst, I would llke to express my apprec1atlon on behalf

. ABL ASSOCIATES, Inc.
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of.the consultants to NIOSH for actind'on two of the ;;

recommendations of our group, one  that this meeting be
/

held to SOllClt views, and, two, that an lnternatlonal

conference be held to assess the state of. the art elsewhere

in the world._

The purpose of my presentatlon is, first, to -

convey to thls audlence the background of concern whlch led

'to the appolntment of consultants by Dr. Anthony Robblns, _
:the Dlrector of- NIOSH to review the current testlng and |

-certlflcatlon procedures of the lnstltute, and, second, to :

convey the spectrum of concerns shared by the consultants

jwhlch are embodled in the report submatted to Dr; Robblns

It was not possrble to accurately convey the

nuances of concern or the emphases on lssues:n1thereport.--
N _

I hope to do so here.

In rereadlng the report, my perceptlon was it

. covered everythlng, but glven the opportunlty to rewrlte lt,

T thlnk we could have done better w1th the emphases. I hope T

that I can convey those feelings of emphases here.'.A
The members of the consultant group whlch
approached the task of 1nd1v1dually rev1eW1ng the mass of

materlals and documents llsted as Appendlx o to the. report

were in addition to myself Richard- Breef Robert Flrenz,

Mary Wynn Q' Brlan, and Dav1d Scott._

I speak as thelr representatlve as well. ‘The -

ABL AsSOCIAIEs,'Inc.;



_materiale transmitted to the consultahts were not the

only resources available to us.

We interviewed NIOSH personnel as listed in

~ Appendix C of the reéort, and we aieo'visited'the NIOSH

Morgantown, West Virginia facilities, where the testing

and certification facilities and staff are housed. -

Although each'consultant approached aspects of

“the program iﬁdividually with-evaluaticn'in.mind, the

Ageneral concluSLOns of therepcrt were unanlmcus.

In fact, the unanlmlty reached by the process cf

each of us examlnlng'dlfferent facets cf therprogram was a

- source cf-surprise.

It is tc the credit of Dr. Rcbblns that he 1nter-h_,

: preted the fleld fallures of dev1ces in the fleld as a ;

N

\

'possible indication of a broader, more endemlc need of-the .

user, and the pcssible reflecticn oh the_inadeqcacy'of the
then.exlstlng government prccedures. |
V.He ap901nted the consultants and gave us the 1f
dlrectlve to examine the entlre testlng and certlfrcatlon-
procedure.-. -
The cchclusiohs_and recomﬁendations:in the

consultant report range from the topic cf'adequacy.cf the

-exrstlng NIOSH leglslatlve mandate to the detalled testlng

procedures and research conductlng by the T&C branch. .
As our efforts startedgand concluded during the

- ABL' ASSOCIATES; Inc.
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summer of 1979, it became,increasinély.clear that it woald"_j

be a bandaid approach to a larger prqblem’if we accepted
the current framework of government activity in persdnal
protective equipment and hazardous measuring-instrumehtation )

procedures, and we only addressed-deficiencies in thatd

. system.
Rather, we chose to apprcach'our task bf visualizing '

-the needs from ‘the user, the user standp01nt and focu551ng

on a government program that would fully meet user
expectations and needs.
'We did not restrict ourselves to a critique of

current NIOSH activities.: In fact;'because the testing T

and certification pregram had'its'beginning roots’in the

United States Bureau of Mines and was untll recently per—

'fcrmed .and admlnlstered in conjunctlon w1th the Mlne Safety

and Health Administration and the U. S Flre Admlnlstratlon,

'in essentlally the same manner as 1t was. admlnlstered

.decades ago, it”is'timely and appropriate to examine”majof

hanges in the program to meet needs stlmulated by recent

health and safety leglslatlon 1nclud1ng the Occupatlonal

Safety and Health Act of 1970 and the Mlne Safety and’

Health Act_of 1977.

Professional colleagues who have been associated

‘with ‘PPE testlng and certlflcatlon for many years, 1ndeed

some have grown up w1th the lndustry, have told us that the -

ABL!EEDCHHES Inc.
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_znltlal government effort was to a551st manufacturers' .

in order to stimulate the- development of a very much o

B 'needed natlonal 1ndustry. '
o1 _ _ o :

' ) Today we were told PPE sales alone exceed $160

2 | | S -

5 million per year, and this figure will probably double by
SCE | | S
f;s : This is hardly an infant.indUStry;,one'requiring

stimulation for growth.
The same firms in thls bu31ness orlglnally have':_“
‘thrived over'the years. Also, we.note_large organlzatlons

. have entered the.field'during the-interven;ng'years. ‘

In general, manufacturers have sophisticated

ﬂv.lZ 1l ‘perSOnnel;agd‘facilities to‘back"up-tﬁeir-brogressland-theirmm
C 5 || eroauess. ) '
7i4 S . In othe;‘words; the revieW-commission by Dr;:
“iS, : Robbins ﬁas approprlate, not as a short—term response to"
";6 -t} some spectacular equlpment fallures 15 the fleld but'tecaose 1
i | e 17 _ the needs of those in the work place have been better -
| _ 18 defined and artlculated, usage ‘has expanded and the
+ _goverhment machinery to address these needs was stralnlnd
1 zz under a systeg 1nclud1ng goals deflned aod 1mple@ented
22 ‘decades ago. |
1 23: o - It is aﬁprbpriatetat thrs timerprior,to addressingx
1 24 : the issuesifor discussios at thisrheariﬁg'to quote-from'.»
- 25 fpaqé 19 of the report.,_Under-conclusion 5 which.relates_

ABL ASSOCIATES, Inc.



to the then current NIOSH testlng and certlflcatlon program,

- we stated, quote, “It is our unanlmous oplnlon that the

"technlcal quallflcatlons and task performance of ther

testlng and certlflcatzon branch staff is satlsfactory The'

'branch regulres definitions of goals, objectaves and func-

' tions, and the assoc1ated restructurlng and evaluatlon of

performance to meet these goals and objectlves. In_thls }

- way, the . consxderable technlcal talents now onboard will be

.moblllzed and more. eff1c1ent1y utlllzed " end of quote.

We belleve that NIOSH has a capable and commltted

staff. The system by Whlch they do thelr work must be

. revised to meet the needs of the 1980 S.

- I w1ll now move on +o the 1ssues whlch we focussed

,upon and for whloh NIOSH has requested your lnput at these -

\
hearings..

Flrst, the agency appnoach to testlng and

' certlflcatlon.r NIOSH does not exp11c1tly in the announce—

. ment solicit comments on sectlon 2, 1nvest1gatlon of legal

authorlty of the report
The examlnatlon of NIOSH s statutory authorlty

in that section of the report is related to the SOllCltatlon

of publlc v1ews on the four viable alternatlves for the

ex1st1ng resplrator, testlng, and certlflcatlon program._,.
- NIOSH 1nd1cates that at thls early stage, the

development of a newftestlng_and certlflcatlon program

' ABL ASSOCIATES, Inc.



under Department'of Health and Human ServiCes'Reguiations‘

" where NIOSH alone would test and certify resplrators rsi_'”

the alternative whlch would, quote, "provide more effectlye

control of the resplrator approval program and reSult in a

more eff1c1ent testing and approval system," end of gquote.

The con31deratlon of lngredlents of resplrator

testing and certlflcatlon program can be consrdered 1nde—

;.pendently of the questlon which of the four v1able approaches

is used for the program.

a?: It is not clear to me that the.certlflcatlon of
prlvate laboratorles to assist NIOSH w1th the T&C workload
is not a more realistic approach. -

Two, the testlng and certlflcatlon workload burden
which can be projected as a result of regulatory stlmulatlon
of‘respirator reqd;rements by users.. I lndlcate there to
assist, and I'm contrastingthat withﬂthe alternative of -
the ezclu51ve testlng and certlflcatlon by NIOSH. -

The greater 1lablllty con51deratlons appllcable

to prlvate laboratorles as dlscussed 1n sectlon two of

-the report does not appear to be a major obstacle, partlcularly-

if NIOSH retains the final authority for certlflcatlon and
aporoval based upon contractor laboratory test results._
The latter is alternatlve three in the Federal
Reglster announcement of thlS hearlng. Alternatlve four,g
a self*certlflcatlon program whereby lndostry would test and

ABL ASSOCIATES, Inc.



certlfy resplrators based on performance standards'

L:f”' spec1f1ed by NIOSH strlkes me as a very weak alternatlve‘
- f Itestruck our committeeigroup, the five oflus
;, | as a weak alternatime.: | |
| 3 Alternative one'for'doing'somefine'tuning of
4 ';cnrrent procedures.is:clearlyfnadequate, as the report
's - ||]. indicates. The,riews of thoselat.this nearing on these
-5_  ' | alternatlves is clearly of crltlcal 1mportanoe.
.‘ ; Whlchever alternat;ve is flnally focussed upon ?Ed
;j;é- by NIOSH in seeklng to fulflll its respon51b111t1es to _;
f?? those at work who requlre PPE and HMI the lelSlon of
ilof responsibilities between the government,.NIOSH‘and manufactnrers
“ .ii- must be made absolutely clear, tnerefore,i.wfll now-diSCtss
-1.13 the consultants v1ews of thls-dfvision1of”res?onsin;iities?m N
14 o The consultants were unanimous injaSSigniné'to
-15.~ , | NIOSH the respons1b111ty to set performance standards
_15 and design criteria for PPE and HMI. The nature of tests
17 to assnre-that standards are met_is_also a NIOSH.IESéQDSl;
1§ bility. -
19 . , _ - . _ .
2 Tne restnsinility to assure users that al},'all
21 PPE and ﬁMI units.in-the field adhere-to'performanoe'
Zﬁ : standards lS ‘the manufacturer s responSLblllty.
23 _ NIOSH must establlsh a schema for . sampllng and
5u- 24 _ .testing:units in the field torassure,users that.manufactnrer‘s
- 25 .  units are,-indeed;‘meeting standards andrcrfteria-for:designf_

ABL ASSOCIATES, Inc.
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r'and performance. The approval'and certification ofran

1nd1v1dual PPE or HMI is the analogue to a c0nstructlon
permit.

gIt is_not an operating permit. The latter;'the

operating permit,'is the'net result'of a series of]manur
. facturing steps that leads to the dlstrlbutlon and sale

‘of rellable units in the field.

The operatlng permlt lS contlngent on demonstra—'

' t_on of contlnued rellablllty of fleld unlts. I thlnk '
that dlfferentlatlon of the system proposed and the
| solrcrtatlon of v1ews on that system is a major change from

-7_the previous procedures followed.

In the past, an approval by NIOSH was 1nterpreted-
by users. A person plcklng up. the unlt as assurance that
units purchased on the market were unlformly rellable. ~In

reality,.although iSSuing an'approval, NIOSH~c0uld.not give

. any such assurance.

As consultants, ‘we thlnk 1t is the responSLblllty,‘
of the manufacturer to glve this assurance, and it is the

responSLblllty of NIOSH to conflrm that the manufacturer,s-

‘assurances are well taken by users. _-

It is not in our oplnlon for NIOSH to approve

a quality assurance program for a manufacturer.' It is'for

NIOSH to determlne that PPE or HMT manufactured 1n a plant

~with quallty assurance procedures meets standards for h

 ABL ASSOCIATES, Inc.
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' performance set by NIOSH. Failure of units in the field

~ to-do so in answetrable by the marufacturer.

‘There is an‘analogy in our'perception of the

division of government/private sector responsibilities'in

- the automobile industry.

Vehicle safety standards and emission standards

are established by federal agencies assigneéd these responsi-

bilities.

The automoblle manufacturers are compelled to

meet these standards. The EPA, for- example, randomly ”

fselects productlon Vehlcles to assure ‘that standards are

met.

'The'necessity is greater”forlstringent]performance

~ standards for PPE and HMI. In‘the case,of these units,'

llves literally, 11terally depend on the lntegrlty of the.

individual device:and‘its predicted performance in- the

field.

With regard to the statutory authorlty, independent

of the four proposed approaches to exerclse of thlS

Vauthorlty through a system, NIOSH was recently active in

certifying six dlfferent types of HMT and PPE includlng

three types of resplrators and coal mine dust samples,_.

sound level meters, and 'gas detectlonulndlcator tubes._
The authorlty for these certlflcatlons stemsmadnly

frOm the Mine Safety and Health Act. It waS'projectedby

ABL ASSOCIATES, Inc. .
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jn;ff,-’ NIOSH that a ten percent per year growth and request for-

certlflcatlons would not be unreallstlc.

The consultants addressed the questlon of

:1‘ agency authorlty to enter new areas of testlng and .

3 certlflcatlon in section two of the report.

i | B One can very briefly summarlze the conclu51ons‘?
5 ':of our 1nvest1gat10n into this subject by saylng that only‘i“
"6 : the Mlne Safety and Health Act contains explrc;t language B
-?? | related +to PPE and HMI testlng and certlflcatlon, but the

? ,‘VOccupatlonal Safety and Health Act in its dlrectlve to -

o

' N1OSH to, quote, "develop and publls1such crlterla, as

fl? lwell as effectuate the purposes of this act, " unquote,_:
o iz’: ' permrts YIOSH to.move ahead with the certlflcatlon program.
* 13 ' Certalnly by cooperatlng w1th OSHA, in that. the‘f
'"h14_ : latter in its standards enforcement act1v1t1es w1ll recognlzefr
15 ;'- Only NIOSH. certlfled PPE and HMI results, OSHA can be a
f'ﬁ?;}é,: _ powerful stimulus to a NIOSH program of voluntary 1f not
If17 requlred certlflcatlon of dev1ces.' | .
18 7 The Consumer Product Safety Act also seemed to :-
29 us to offer a model for product certlflcatlon by manu—i
2:' facturers that their product meets NIOSH standards and
lZ- b criteria for performance.-q .
23 \A | - Thus;jour'intestigation of-the-legal'options;_
- 24 available to NIOSH to effectuate ‘the presence of PPE and
s - :
L 25 _ . HMI of predlctable performance in the fleld resultedwln_our_

ABL!EEOCHUES Inc.
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concluding that NIOSH has several alternative ways to

achieve the result ‘with the existing statutes on the

hooks._ We loock forward to testimony on this question at

this hearing.

Wlthln the context of the testing and certiflca- '

,tion program, as described above, what spe01fically should

NIOSH focus its technical 1n—house talents on? .

The consultants were specific inzthelr views in

' this regard,,and I w11l now formulate somé . of their-opinions.

1 have already alluded to performance speoifica-
tions.and guidelines. .With reference to PPE, NIOSH could

set leakage'performance standards for clasSeS'of'devices_‘

B

' under conditions of use. Thus; respirator X mustfperform”
'no more than Y percent by weight penetratlon of aerosol 2

when challenged its spec1f1c concentratlon and particle'

size of aerosol and the dev1ce lS one during workload

performance A, for example.

We vrsualized NIOSH personnel or thelr research '

. -

are feasible.

' We visualifed NIOSH'describing in”great detail

the conduct of tests to permit manufacturers to. set up

-thelr own test fac111ties to test thelr product and 1f

a voluntary certification program is used, to certify them.

© ABL ASSOCIATES, Inc. .



of course, in the event of a voluntary or non-
'voluntary certlflcatlon program wrth testlng by NIOSH or

by the manufacturer, we v1suallze NIOSH gatherlng productlon

;' I units and unlts dellvery for usage in the field in order
.3' to test them and verlfy that off-the-shelf 1tems perform
;_" | . as expected. | |
5 Many tests and specrflcatlons used by NIOSH until :
6 - :' the program was placed in abeyance by Dr. RObblnS were old o

and lagged the state of the art.rj'

Examples of such test were the srllca dust and

lead'fume tests.; I workedrmrway through graduate school .

_~i1' - doing the srllca test in the end of the flftles. It ls.
: ;112 really unbellevable that the state of the art for testlng'_
w}.lsl ':ln the 1980 s could possibly have gone that route.
"i4- | - - NIOSH must update tests and demand technlcal
C 15 | progress from manufacturers so that,users are.assured of
16 | ) dev1ces whlch are based on thls advanced technology
;7 ‘avallable in the Unlted States and elsewhere. T{
-.18 | | In the oplnlon of the. consultants, the former'
;Z system of testlng and certlflcatlon encouraged the per- '
2i1 petuance of outdated technology. There was no 1ncent1ve -
22 ' . for improving a- dev:l.ce once it was certlfled
23 | _ ': .. By placing time limits on valid dates of
.24 3 certlfrcatlon and by contlnuous upgradlng of certlfrcations,
=" 25 , - Vspec1f1catlons and standards, NIOSH can stlmulate lmprovement

ABL ASSOCIATES, Inc..
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. of PPE and HMI.

ra

. The’ consultants belleved the respon31b11lty for
researching new. dev1ces is. that of the manufacturers The
device proper must meet specs and standards,'research by

'NIOSH and must do-this by performance and test.developed

_angd tested by NIOSH.

There:usan ares of PPE concern that lllustrates -
the possible functionlng of a new system for NIOSH testlng :
and certification'of PPE.

There is a desperate need for PPE to better meet

" the needs of women at work " The face flt problem of women

'is a major one.' NIOSﬁ could perform,or contract the per-o.'
formance of research related to proper face fit charace-'
teristics of women and could spec1fy dlmen51ons of PPE
‘classes of dev1ces\whlch would meet the user needs f.
ascertalned. N
Manufacturers would then be requlred to
lncorporate into thelr products ‘the features that would |
meet NIOSH spec1f1catlons for face flt. I give'these
as examples.to, if you w1ll flush out the conCeptuallzation

——

of the consultants of how thlS system ‘might work,
The.research role of NIOSH-v1s—a-VLS-spec1f1ca-

tions of devices is a large'and formldable one. As |

consultants, we are aware of major questlons that must

be addressed. For example, with the broad array of

NM.N%IEHUES Inc.
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‘what is the predlctablllty of usage for one vapor from

tests on another or on a serles, or must each be tested

f;nleldually.

organic vapors that'workers may potentially be exposed to,"'

What is a mlnlmum data set of test data to assure

of flttlng of resplrators to resplratorally 1mpa1red 1nd1—. o

-A,dlagnosed bronchltlcs or asthmatlcs, for example.-

‘The consultants belleve these are bona flde

questlons for NIOS!: research to address and once answers

- are avallable,,to dlstrlbute the knowledge to users’ and

establlsh performance requlrements for manufacturers.

With'the.areas of agency activity‘env151oned_byfih'

\

the consultants, the development of ln-place resplrator

ptestlng methods for. rapld leakage determlnatlon 1n the

fleld is clearly a NIOSH respon51blllty. :

The requlrement that these tests be met on

whatever statistical basis:is finally evolved is the"

product manufacturer's burden. As I,Willflater discuss,

~

,‘the rapld dlssemlnatlon of fallure information'and stop

_users of PPE respirator devices in the field? In the area-'

viduals, what are guldellnes for such usage of devices. by--'A

sale issuances. are NIOSH responSLbllltles in our oplnlon.,'

‘The PPE field in general and 1nclud1ng

- respirators does not appear ‘to use to have benefltted

from.the v1rtual revolution in new materlals, We belleve

'ABL ASSOCIATES, Inc.
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thls fallure to lntegrate advances in materlal science into

*PPE products stems in large part from lnadequa01es in- the

recent NIOSH approach to testlng and certlflcatlon.

It is conceivable that NIOSH would develop proto—

ftype products ln ‘its research program for the purpose of
:demonstratlng the valldlty of assoc1ated performance

‘-_standards.

As consultants, we are not dondemnlng all recently'
used NIOSH test and certlflcatlon process lngredlents.piThe”‘-
total system was not effectlve. Parts of the system mayr
be salvageable and 1ntegrable 1nto a new system._a.
It is hoped that those appearlng at thlS hearlng

will pass judgment on the strengthsrand weaknesses'of

recently used tests for NIOSH certlflcatlon.

\ -
Before - 1eav1ng the subject of performance specs,

standards, guldellnes and testlng, the practlce of NIOSH :
malntalnlng detalled englneerlng draw1ngs of all manu- .

facturer's products whlch were certlfled should be r_;'

'addressed

‘The consultants do not understand the ratlonale

for thdt process.7 It was tac;tly assumed by us 1n

approachlng our evaluatlve tasks that NIOSH personnel :

llterally rev1ewed these draw;ngs and thelr updates.= They

did not. | |
VThen why require their submission~andsubmission-

ABL ASSOCIATES, Inc.
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of all updatlng changes° Thefonly'test.of concernrto a.

user and to NIOSH in our opinion is the test of per-“

formance.

In the cases of failed resplratory protectlve

devices whlch firemen utlllzed 1n,1979, we were 1nformed

Vqthat all. englneerlng draw1ngs for the falled valves were in

order and had been in order since 1938 when they were flrstft
subm;tted for approval._'

The matter of government agency 1nvolvement 1n

'manuracture desxgn draw1ngs for PPE and HMI was a per-
_ formance procedure up to thls tlme - a performer procedure'

“up to thlS time.

As consultants we questlon lts usefulness and

rlook to the views of those appearlng at thls hearlng to

N
AN

| shed llght on the value of the concept.

Of course, our VLew is based on NIOSH puttlng 1n ;
place an effectlve testlng scheme for unlts in the fleld
and an assoc1ated system for‘rapld communlcatlon to use :
as test results for fleld unlts.

~.In this way, lnadequate de51gn changes w1ll be

. rapidly detected. The product manufacturer w1ll be
:'responSLble for any untoward effects stemmlng from des;gn'

- changes .-

Any notification of change forwarded by the

manufacturer .to NIOSH should he viewed, we believe;'as

© ABL ASSOCIATES, Inc.
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a courtesy procedure and nothlng more. 'Byrrequiring this '

and flllng 1t, the government is lendlng credence to the._ﬁ
manufacturer's,statement that the.dev1ce is sound,because:
the user tacitly assumes the government is_reviewing'those:
.pl_aIlS . ) = | |

It is concelvable, but not llkely, that Wlth the

anreased presence of large organlzatlons ln thlS busaness

area, PPE and HMI product manufacturers w111 requlre some
assrstance to set up to dupllcate NIOSH testlng protocols

- We belleve thlS is a legltlmate request by

- manufacturers and that NIOSH should respond accordlngly.

NIOSH: mlght also- coordlnate 1nterorganlzatlon testlng

comparlsons to be sure the test results performed by NIOSH

and the companles are comparable.

'~ .
Several years ago. I was lnvolved in a case of

_;results of PPE test dlscrepanc1es between a. manufacturer e::'

and NIOSH and can attest’ to the vexlng and frustratlng
nature of the srtuatlon.'

The manufacturer 1n good falth belleved hls -

'product met NIOSH specs by testlng on premlses, but upon

‘submission, 1t repeatedly falled one dust challenge test.

Presumably the tests were runthesame way at both srtes.
My pomnt here is that there are technlcal areas.
of performance and some sortlng out between the government

and manufacturer S testlng 1n—house is a perfectly legltlmatet;

S o ABLASSOCIA’IES Inc.
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activity A manufacturer muSt”invest'in or purchase'for'

usage the fac111t1es and technlcal competence to document

performance. If assrstance is needed,NIOSH should prov1de

~ some to an earnest product manufacturer,.,
The recognition by manufacturers. of PPE and HMI

. that anestment and technlcal capabllltles and fac111t1es

is requlred has: been slow, and some major manufacturerS-:'

 are st111 poorly equlpped and staffed in thls area.

The system we are suggestlng to NIOSH would

. demand would demand a hlgh level of technlcal skllls of

the manufacturer, and it is flttlng and proper to’ do so,-7

because lives depend on the product quallty.

As consultants we dlscussed the lOngev1ty of

approprlate. K

Barrlng a major advance in. state of the art,

'three or flve years for a valld certlflcatlon seems

approprlate.} In the case of state of the art, majorr'

"-advance, NIOSH should recall all certlflcatlons pendlng

retest and adherence to new test protocols.-

Only in thls way can the ultlmate potentlal

-benef1c1ary of all thls effort galn from new materials,_,

technology, de31gn 1mprovements and SO forth

- While thlS short—term assurance to a product ,

- manufacturer may seem to some unfair, consrderlng:large

. ABL ASSOCIATES, Inc.
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potential'investments.hﬁproduct development, it cannotr
be any other way in our opinion.

- This is not'a game. This is a gamé, if you Will},'

. of life. and death. of course, the establishment of new_
- performance crlterla by NIOSH would not be arbltrary or
jcapricious, but.would occur under.the rulemaklng proceduresr

' of the Administrative Pfoceduresrhct.

Wlth respect to quallty control under the
recently curtalled NIOSH procedures, NIOSH engaged w1th

manufacturers in a process'de51gnated as, quote,»“quallty

-assurance, " which was differentiated,byoNIOSHﬁfrom quallty-

. control.’

B Quallty assurance-lnvolved darect NIOSH personnel
lnvolvement-ln manufacturers product manufacturlng procemi
dures. NIOSH analyzed and llterally apprcved quallty
assurance aspects of the manufacturlng process.'

Quallty control was conSLdered the outnut functaon,

how many unlts were unsatlsfactory as dlfferentlated from .

the-quality assurance,procedures to~m1n1mlze unsatlsfactory :

units.’

As consultants, we. thlnk the dlstlnctlon drawn

'by NIOSH between quallty assurance and quallty control is

'meanlngless.: It is all quallty control The cnly test .

is the flnal product, and lt lS the manufacturer s duty

to take all steps to assure that product quallty is in-

ABL ASSOCIAIES, Inc.
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- accordance with product performance tests.

. We recommend that NIOSH w1thdraw from all

“activities related to manufacturer S quallty assurance'

. or quallty control.

NIOSH ratlonallzed its involvementln thls area

'_hecause.of small manufacture: inablllty to moblllze_quallty'
.control programs. This may be a“ualid-reflectiOn of manué
;facturer 1nadequac1es.f In our oplnlon;-satlsfactory
_product quallty control is part of the prlce of dolng
'bu51ness in thlS product market. Man"facturerlnahlllty to-l

compete in thls regard should 1n our v1ew, dlsquallfy ar

manuracturer from marketlng hlS or her product.__ :

Let me turn now to the user reportlng system for

PPE or HMI.f Even if the system proposed operates at a hlgh '

: degree of def1c1ency, there Wlll be equlpment defects whlch

. ’

become apparent only after extended fleld usage.
NIOSH must develop a feedback system whlch
permlts users to communlcate such defects in a tlmely

manner'and with partlcularlty_so that 'NIOSH can take

'effective actlon. f

Malfunctlons must be reported to other potentlal

-Vusers as qulckly as possrble to avoxd repetltlon of the
;unfortunate event or events. Such a system w111 requlre'

- a great deal of the 1n1t1al and contlnulnq NIOSH_effort.

It lS an essentlal component of the testlng and

;"ABL ASSOCIAEES,;Inc.
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_certlflcatlon program, not merely an addendum 1ngred1ent

At present, mechanlsms for PPE and HMI equ1pment fallures n—j
communlcatlon of PPE and HMI equlpment fallures does not
exist.

- We suspect'that'only the most Spectacular,and

.traglc fallures of such equlpment are ever reported back to

'NIOSH. Development of thlS feedback system will include

an- education component in order to sensrt;ze users to the

.most.probably fallure modes of PPE and HMI Also, 1t w111
. include an lnformatlon and dlstrlbutlon system to notafy

' potentlal users of BEMI and PPE potentlal problem areas.

Vlews on how to do thls in an effectlve and an

efficient manner are solrcmted by NIOSH at thls hearlng.

~In our report,_we refer to thlS feedback system as a PPE

\

and HMT fleld ‘surveillance system, survelllance in the sense

that one survells and watches by sensrtlve 1nd1cators of

dlstress and is’ prepared to take actlon upon detectlon of

-

that 1nd1cator, ‘and the chorcefof a fleld survelllance _

| system as the wordlng for this feedback is a careful one.iry

' The wheels must turn Very rapldly when that
sensrtrve lndlcator appears, because there may be tens

of thousands of unlts potentlally usable by others at a

: moment S notlce.

In addltlon to lnformatlon related to malfunctlons
of PPE and HMI in the fleld, we belleve NIOSH can play a

ABL ASSOCIAIES Inc.A
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_ meanlngful role as the source of 1nformatlon related to

;the avallablllty of and performance of 1nd1v1dual PPE and

HMI.

The issuance of a NIOSH report was not in our

'oplnlon a hlghly effectlve means of performlng a potentlal
- . user populatlon of 100 mllllon workers of the avallablllty

and characterlstlcs of PPE and HMI

NIOSH reports are not easy to get hold of or to
read, for that matter.

' We do not belleve that NIOSH should advertrse for

"manufacturers, but between the role of- advertlser and the

'publlcatlon of technlcal reports of performance, there is

a spectrum of act1v1t1es, avallable to NIOSH to promote._j
’ 1 B NIOSH 1s sollc1t1ng v1ews on this role at thls

hearing. AR

It was a relatlvely dlfflcult task for the con-
sultants to determ:l.ne the current respons:.b:.l:.t:.es and
procedures used in the PPE and HMI certlflcatlon program.'

A large effort was devoted to gatherlng and then dlgestlng

terlals in- memos, Federal Reglster publlcatlons, laboratory

'.procedures, even letters of transmlttal between nanu— B

facturers and NIOSH.;

We belleve the government agency charged wmth

;testlng and certlflcatlon has an obllgatlon to exp11c1tly

sState ltS procedures and that these procedures should be -

AMJAEKELMES Inc
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g readlly avallable—-(End Slde l)—-compendlum of materlals

whlch taken together explaln all facets of NIOSH testlng

, and certlflcatlon program operatlons.

Approval testlng. NIOSH. should engage only in

-'testlng of dev1ces formerly submltted for approval. That
' )
. is, submltted accordlng to the publlshed procedures governlng

_ such submission and testlng, 1nformal submlsSLQns, un-

publlshed test results, prototype testlng, 1n our oplnlon,

.all are lnapproprlate to a publlcly flnanced agency concerned

with assurlng the avallablllty of satlsfactory deV1ces to

3

 users.

The product manufacturer has ‘the responsrblllty for

brlnglng the product to the stage of development where it B

can be submltted for testlng.

If NIOSH dec1des to explort new and novel 1deas

;'and/or technology to foster new examples of PPE and HMI

1t should do =Te] by sponsorlng research by capable

'1nvest1gators w1th the results of such research subsequently '

avallable to the entlre publlc, lncludlng the manufacturer._l

Prototype unlt testlng and unpubllshed results of

such testlng was 1n our v1ew NIOSH underwrltlng of 1ndiv1dual g

" manufacture research.

NIOSH has sollc1ted publlc v1ews on thlS rssue

'at this hearlng. Other views are certalnly possrble. I

1have relterated the concensus of the consultants on thlS

~ ABL Assochxss Inc. -
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subject. I hope'that sets the.tone,;the'staoe forrthe”
hearing, andoalsdin&ioatesrto yau-soue of;thefmore‘
deeply'felt-divisions of'tesponsibility'iu‘this anea.
We beiieve the,governmeht is.fully capable

of worklng out the detailed procedures._ There‘s'a gteat'

'.deal of technlcal talentthere., The :eordering,of“the o

system is, if you will, switching from cartesian to circular

coordinates.

We are recommending a very large change in

‘7emphasis, and that's the. thrust of our report, and:perhaps
.another stage of eonsultants‘uorking with NIOSH can assist'

_them with the technlcal 1ngred1ents.

We dld not focus upon that.- I will be~here forf'

- the next hour.. I'd be happy to answer at thlS 901nt any

\.

| queStious from the audience or from those-affllaated w1th :

f__NIOSH for that matter.

' DR. MAY: Thank you very much, Mort.' As he Said,f

 he has about one hour to remaln w1th us. 1f there are any

"questlons for hlm or. the consultants, please feel free to"‘

raise them.r BeFore you speak there is a m;crophone at

feach end of the audltorlum. If you’have any questlons orrf'

comments, please make them into the mlcrophone, 1dent1fy
yourself by name and afflllatlou_and then-makeyout oomment::_
Thank-you,-

. MR. POWERS: 'ﬁy narme is Jim'Powe;s. i‘miPresident.r

. ABL ASSOCIATES, Inc.
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'_of Corbal Air Supply Systems Corporatlon. My.question now

is 1n your study -1 have many questrons, but the one

I want to brlng up at the moment is in your recommendatlons

'for 1mproved product spec1f1catlons to update accordlng-
to the present. statetmfthe art, my guestlon is has thel
- human body changed, nd those products deemed as safety
_ dev1ces and llfe-sav1ng dev1ces over the years, even though i
;it‘s been through a slow process has been thoroughly tested,‘“
~and most cases, thoroughly used in the f:.eld and proven to .

- be satisfactory.i

The human body, in my oplnlon, has not changed

~that s1gn1f1cant1y so that those products are no longer

valid products.

Now, 1f you in your new product spec1f1cat10ns
want to start on wlth new categorles to allow greater

d1versmf1catlon of de51gn so that you can permlt w1der

varletles of products on the market, I'd say_thls would

‘be great.

My questlon ls, is lt necessary at thlS p01nt N
to void out-those liﬁesavrng dev1ces and’ now regulate _
luxurles 1nto the products.

'DR. CORN: The answer to ‘that questlon has'
severai facets.: Let me try to take. them one at a time.
first,_the assumptlon that there are hlghly satlsfactory

devices available,, I do . not think the user network could

AﬁL'ASRIHATES[Inc.
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attest to that.: The, quote, satlsfactory dev1ce has been .

certlfled in most cases under condltlons not totally

representatlve of condltlons in the fleld.
One of the types of tests that consultants felt

was very much needed'was stress testing for,PPE, and there

.is no current stress testlng.

X mentlon the use of PPE by those not quallfled

to use them, people with an lmpalrment._ I don £ know how

-pgood, and T say thlS w1th all honesty, how gocd currently
Vrapproved dev1ces are for the spectrum of uses that they re

_used for.

I thlnk we are absent a great deal of 1nformatlon |

~on it.. Now, I'm sure’ there are areas they re qulte good

for. .

To get to ‘the seccnd polnt, they are good , Should

the government be the stlmulator of better, and I thlnk our

group felt, yes, that ls the government s role. Let‘us

take non—PPE and HMI equlpment the human eye certalnly

;hasn't changed, but you and I have looked at spectables cf

100 years ago.
The,_fhave certa:.nly been used by people. I have -

been lntrlgued by the glass quallty that was consadered |

'good 100 years ago. You may recall they had a handle, you- f
held the handle, and you looked through them, and the = -

'advance came w1th usrng the ear as the support. The glass*

NH.ASKKLHES Inc.




_work in the factory.

| quality-imprbved.- I don't think you'd want to wear'

spectacles of 100 years ago.

I thlnk the government rn this fleld can stlmulate

-'development,‘and, 1ndeed, it should. Remember the person

-picks a device up off the shelf. I do a great deal of

The person: that goes to work assumesfthe

employer and all mechanlsms avallable to the employer are

worklng to assure them of a safe work place. I d1d it as

an 18 year old. . .

I worked in-a logglng camp,'and I went.ln there‘

'very naive. I thought it was a safe place, and I watched
ilpeople gettlng hurt everyday, and it dawned on me that ltc
‘wasn't a safe place, and some very fundamental dafety
'precautlons were not belng taken, and that was a revela—L'

'tlon,‘

Somebody employed me and was not taklng those

,precautlons, so I belleve the stlmulatlon, 1f,you will, -

through the charge to NIOSH and to OSHA 15 to try to assure .
to the. user that the work place 1s safe, and the worker R
that plcks up an approved dev1ce, that approval,should
say something about that partlcular dev1ce..

Now that s the consultants feel very strongly

about that pornt, and 1f lt s pleEd up ln a hurry, you re

on your way to a flre or to a closed vessel entry or .

ABL ASSOCIATES, Inc.
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whatever it is, that user should feel that itfs going

to do the job that that label saos it's going to do, and

the job it should be able to do should be at the state

- of the art of technology, and that's what our report

is almlng at.

Can I answer any other questlons° ‘i'd be very

'pleased to. 1In fact, I'm anxious to discuss this report.

The group reallzed we were recommendlng major changes We -

- were very pleased that Dr. Robblns has acted upon them

and has thlS hearlng, and we are anxlous to share our
views andacertalnly to hear other views . Yes’-
PARTICIPANT: Dr. Corn, could I ask you to

repeat very briefly the views of the;consultants on the

" four alternatives?

DRQCORN?ﬁ We dld not artlculate the four a
alternativeS'in_the announcement,- The 1"eport was: dlgested:
by.the agency,'and those.alternatives were explrczt and;
artloulate in thelr present form by NIOSH -

We certalnly dlscussed the seeds of all those _

" alternatives in the report. - I spoke for myself in not
- excluding some independent laboratory 1nvolvement,-1 m

: worried,about-the-workload.

There s a little: less-than 2-million going
into thlS program now, There was some 60 people and 1t
was staggerlng under the work load w1th the old system

. ABL ASSOCIATES, Inc. -
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'With the system we're envisioning, it-could be

" even a heavier burden, and I'm not ruling'out the possi~ -

bility of_some sharing of testing by independent labora-

tories.

The voluntary'testinéfl'erpressed skepticism

' ~for. I think that the aSSignment-of'this responsibility

to the government is an assignment; and that cannot be
trensferred in total, but there can be some.sharing of,

the testing and reporting with the_total'responsibility

for action on the part of‘the'gOVernment, and that was\

the wedge, if you w1ll, that T put in the remarks here.
. I'm trying to’ remember 1f that was not stated N

in the report at any point, but I suspect the other

- consultants would not dlffer with what I‘ve ]“St expressed

-MR; KELLEY.- Bill Kelley of ACGIH. I would have

preferred to not take thls comment out of context but

‘since ‘Dr. Corn will not be here thlS afternoon, I m forced‘

to.

In part of the testlmony whlch I w111 be g1v1ng,

'the statement follows. The make—up of the panel of

Aconsultants charged by NIOSH to review the testlng and

certlflcatlon proqram is dlstlngalshed by the competence -

' of the members in thelr £ields of exoertlse and in belng

without credentlals ln the field of product quallty ‘ .
assurance, page 44:Of the publlcatlon. I thlnk Dr Corn

© ABL ASSOCIATES, Inc.



re—emphased his dilemma in his comment that says quality .

assurance and quality cdntrél in its di.stinctions are -

‘meaningless in that all lS quallty control.

I don'tpersonally hope to 1t, but one could

perhaps make the same statement in regards to PHDs and

. regards to doctors.

thlnkthere is a very real &1st1nctlon, and I

thlnk 1t is unfortunate that thls very dlstlngulshed

panel did not have representatlon by someone who was.

1r'w.ot,vle':igeable in the quallty assurance fleld and I would

‘certainly hope that- in the future that NIOSH would exert

some effort to get such representatlon, because I thlnk it
would very p051t1vely contrlbute.
DR. CORN:' I accept the criticism as valid.' We

are not experts in thls area. My remark on the lack of

‘dlfferentlatlon between quallty assurance and quallty

ccntrol was not in the sense of the technlcal meanlng of

"+he terms to those 1nvolved in that fleld

I certalnly accept the cr1t1c15m that thlS may -

be an invalid statement. It was ln the sense of the goal

of thls testlng system that the dlfferentlatlon is meanlngless.'

The goal of the system is to assure on the market |

a hlgh degree of rellablllty of the dev;ce, and for NIOSH

to break down an approval for .an 1nternal assurance system -

of the manufacturers methods and to- take that out of the
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-umbrella of quality'assurance‘and quality control and'say

anything that'happens now in the field is quality control,

' that to the consultants was most puzzling.

The only test to the user 1s does the: dev1ce work,"

y

‘and dt's in that sense that I'm u51ng the umbrella of

l_quality control.

MR. KELLEY:IfPthink when-one'aets'into_quaiity'
systems and thée components in the quallty assurance/quallty-j
control area,_I thlnk there is a very useful dlstlnctlon,'
and perhaps the role of NIOSH or whateverragency would
assume respon51bxllty for this program would be in the

quallty assurance area or what should the characterlstlcs,,

'what should the performance characterlstlcs of these

devices be.
™,

Quallty control aspects 1is more of an operatlonal

activity, and that is how the manufacturers get to those

operatlonal characterlstlcs, and there is no questlon that
| the quallty c0ntrol in that context would be a manufacturer s -
rresponSLblllty, but NIOSH or whatever agency actlng fOr the}'r

'users, the purchasers and the ultlmate ‘users, the workers,

I think, must assume that respon51blllty for quallty

assurance, and, therefore, I thlnk, in- those dlstlnctlons

it's necessary'

DR. CORN: Permit me'torrephrase What you'said.r It .

must not assume the responsrblllty for. quallty assurance.!

- ABL ASSOCIATES Inc. .
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'NIOSH must only confirm that'the device,works.
It does not assume the responsibility for the device
working. That's where the consultants seem to differ from

what you're saying{

There's only one person that answers for a failéd

. device, the person that went into the market - for the device.

The government mnst be very clear to divorceitselffrom
sharing that responsmblllty. ' -

| .. KEEBEI} When the agency sets’ up the
perrormance requlrements, those performance requlrements.
is the quallty assurance,.what the dev1ce must do. -If
NIOSH. or whatever agency sets up the crlterla for per—h'
formance, lt must be respon51ble for those crlterla

‘DR. CORN-- We call them performance spec1f1catlons,

not assurance. They are not -- assurance -~ we re deflnlng .

words here, and I thlnk we're probably not argulng, but

we're confus1ng each other wmth our termlnology.

: Crlterla, standards, spe01f1catlons are the

~ measures by which a dev1ce whll be judged._ Anythlng

contrlbutlng to the dev1ce belng judged satlsfactorlly,

anythlng leadlng up to that 901nt of testlng where fallure

or past counts is not the government s. It s the manu-
facturer's.- That s what we're saylng.

PARTICIPANT: “I dldn t want to get 1nto thlS,

" but this happens to be my field. Most people here knowl

ABL ASSOCIATES, Inc.
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me as --
L DR.'hA§: Please identify yourself.
- MR. POWERS-* I'm sorry,~ my name is dim Powers,.

and many of the pecple here know me formerly as the

quality assurance specialist. " I'm now the President of
,Corpal Air Supply Systems Corporatlon, but I could glve you
a lot of hlstory of why some of the quallty control requlre-:

ments came to be and are here today, but that s not

important at this p01nt.
What lS 1mportant at thls 901nt is that when a

product meets the product specrflcatlons that you re saylng

for the certlflcatlon program, NIOSH or any certlfylng

agency must have some reliance that the product is representa—

tive of a series of that line of'products,coming off the S

line.

- Without a quallty control system, that can't’

be assured. Now, you're saylng, okay, the manufacturer B

must have thls quallty control program.' They'muSt say

'they have thls quallty control program, and they 11 be

dglad to say that.r

DR. CORN4 No, no, what would you say to my
requestlng before and phra51ng it to the manufacturer,

before your first production run, we want to be there

'to randomly select for testlng your first productlon run,

. and we w111 be back for subsequent productlon runs°'

NMJASXEDHES " Inc.



'-MR;"POWERS:. 1 would say you would be brlnglng

yourself back to the. decasser method of guallty control

not saylng that NIOSH could have the expertlse to go 1nto

43

which in my oplnlon is no good, but the system that -~ I'm-

anybody s plant and tell them the way to run thELI plant.'

I never dld think so, even though I ve - been

a measurement of rellablllty, and there is no way that

any field audlt program could ever hope to be successful

maintain consistency.
' DR. CORN. Of course, of course,
MB. POWERS: And you re saylng the only thlng

that's important is the flnal_test, and I'm telllng you'
\ .

the final test is only a spot in tlme.'
"DR. CORN-- I could not agree Wlth you more . We
,are'removing, we are saylng if that final test is satls-

_factory, the manufacturer must have what you refer to as

a quallty assurance program in house.; All we're domng

“is keeplng NIOSH out of that.

wWe don't want NIOSH in there worklng With,the

'manufacturer ‘on that quallty assurance program and then

‘statlng we approve 1t.

NIOSH approved the quallty assurance programs
of t he dev1ces that falled in the fleld. Those were

ABL ASSOCIATES, Inc,
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approved quallty ‘assurance programs, but people dled,_

' ~so what's the 901nt° o

I want to test‘the device so people won't die,

and then if you're interested for educational purposes

~and out of cur1051ty, 1et s go back and see how they dld

_lt in the manufacturlng process. That's the dlfference.

It'sta'shift in emphasis. I,thlnk the EPA wants

vehicular'emissions teSts met, but I don't-know if it's

"going around certrfylng how Ford manages to do it or GM,

They re testlng what's comlng off the llne.
MR. REVOIS: William Rev01d representlng the -
ANSI Resplrator Test Approval Ad Hoc Subcommlttee.“
| I want ‘to have the record show that three years
ago NIOSH held a series of hearlnqs or actually a three— ?f'
day hearlng onrreouestlng advice to 1mprove ‘the resplrator

test approval system.

At that tlme, ample tlme was glven for people

'to,prepare-for~thelhear1ng whrch is not the case thrs, _

time.

1'd like the recora to.shou‘that'many peoole_in.r'
government agencres, technlcal socretres, usexr organlzatlons,
industrial trade assocratlons and resplrator manufacturers
spent consrderable tlme preoarlng for these hearlnge and
presented ﬁany recommendatlons for the 1mprovement of the
state of the art of resplratory_protect;on. |

ABL ASSOCIATES, Inc.. .



\

45

Unfortunately, NIOSH seemed to ignore all of

'thls, and we hope that this hearlng is not g01ng to be

another waste of time. Thank you._'7
DR. MAY: Thank you very much, Mort. I would .

like to respond to that, Blll by 51mply saylng that

. neither I nor anyone else presently knows exactly why

ithat,program did not produce frultful results w1th the

exceptlon that after those meetrngs con51derable thought
was given to the comments made.

Those reports were analyzed, and, in fact, groups;'

within the lnstltute and without were trylng to develop a

_response_to that, to come up w;th-a new basmc set of

30 CFR 11 requirements.

'At'the stage when thatreached'some.leVel'of
p0531bly going further, NIOSH was beset w1th conszderable
problems in the program. '

That necessarlly is not a.bona flde reason forf.
endlng 1t, but problems dld arlse. We.reallze the
program had major flaws. Another reason is that at that
tlme, the- present dlrector of.the lnstltute, Dr. Robblns,

was not 1n command SO to speak, of the 1nst1tute.

There was a. dlfferent 1nd1v1dual who had

.totally dlfferent 1deas about - where the program should

go.

I have no idea what those ideas may have been,

ABL ASSOCIATES, Inc.



Vekcept to say Irguarantee,you this‘time there will be not

letdcwn of this procedure to-modify-the program.

-VThere'is a commitment made by Dr. Robbins to

‘either revise this program into one that is going to
provide the protection for the users that Dr. Corn.

. addressed or the institute wiii‘get out of the business..

' We are not going to continue,to operate the

program the way lt has been operated and we are not

"gozng to drop this commltment after thls meetlng. I can

say that‘from now until . the end of Wednesday.‘
"Please'regard'that as sincere, and there is a
commitment from the institute to do that.

We are going'to'take this'record,"and we,are

~going to.examlne it, and we are golng to make a aew stand'".
'Jonrthis program,.and'we need‘a 1ot of help.on that. That'
“why we-re holdlng thls meetlng, and you can be gaaranteed
- we'll proceed and hopefully out of 1t w111 come a pquram' .
: that NIOSHWlll_COntlnue-lts anvolvement Wlth new”pere 7
- formance criteria_and in a mannet?thatwe'think ﬁiil be

- best fof_the'usef of the equipment.f

If,'fo:”some-reason, that'is‘not'possible, the:‘
the institute will adopt another alternative, but the
commitment is there.

In that light, I wooid like also to take a -

minute to say that i'm_aware of ‘the ad hoc committee that

ABL ASSOCIATES; Inc.



ANSI has formed. It s a very prestlglous group representlng

- some af the 1ead1ng experts in the country, and we w111

look forward to the recommendatlons of that commlttee
which we think we can use in turning thls program around.'

Are thére any other comments at this time, any

_last comments or questlons for Dr. Corn°‘

If not, I would agaln llke to thank you, Mort,
very much.for settlng the tone for the meetlng.‘ 10:20 is
lrsted in the program as a break.

Please return by 10:45 when we w111 start the

‘restof'the-program.

(Whereupon,.a brelf recess-was taken )

DR MAY: The next speaker on the program rs
from the 622555%10na1 Safety and Health Admlnlstratlon.r
The program you have llStS R Hays Bell, Ph D. as ngLng,.

the presentatlon.. Thelr presentatlon w1ll be made by

7 Frank Tlpton who is a safety englneer, Offlce of Phy51cal

Agents Sectlon, Occupatlonal Safety and Health Admlnlstraf
tlon. Frank’

_MR. TIPTONL Thank you. 1'- am speaking today on :

.behalfof the Occupatlonal Safety and Health Admlnlstratlon

on substitute b=51s for Dr Perswell. There are some 7

copies of my presentation available on the table over

,there}_

It! s a restrlcted number I suspect that's

ABL ASﬂXﬂAI“S Inc



L 48

- somewhat fortunate_since_I've discovered there's a few

typographlcal errors in 1t.
-‘The Occupatlcnal Safety and Health Admlnlstra-
tion welcomes this opportunlty to prov1de testlmony con--

cerning the lmprovement of the NIOSH testlng and certlflca-

. tion program for resplrators.

We have long belleved that’ several changes to
the testlng ‘and certlflcatlon program are necessary to 1nsurer
that this nation's workers can have confldence that the:

resplrators they wear are adequate and rellable. -

As I am sure you already know, OSHA standards'

'prescrlbe the use of resplrators only when englneerlng R

ontrols are not feaSLble, durlng 1nstallatlon of englneerlng

controls or in emergencles.
AN

At this tlme, a large worker populatlon relles '

on resplrators for protectlon, and as more health standards

are promulgated by OSHA, the number of workers who must

rely on resplrators for scme perlod of tlme w1ll of
nece551ty lncrease.-
The recent standard regulatlng exposure to 1ead

specifies a perlod of ten years before prlmary lead pro-

' ductlon companies must reduce exposunes by englneerlng

ccntrols.

ThlS means that all enployees of these companles

must rely solely on resplrators for protectlon from lead

-‘Nﬁ.N§DCHﬂES Inc. ‘
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Cuntil February of 1989..

It 15 thus obVLous that good resplratory pro-
tectlon is now and w111 contlnue to be a very lmportant
element. 1n protectlng worker health.

Up to now the NIOSH MSHA resplrator testlng

| -
. and certlflcatlon program in ‘30 CFijart 11 has been the .b/{//

only assurance of adequate quallty and performance of ,1

reSpirators.'

OSHA belleves that 1t is now necessary to

”broaden this resplrator testlng program and deal w1th

recognized def1c1enc1es.

At this tlme, OSHA ‘does not w1sh to State a.
prererence for any of the foorlprogram alternatlves
descrlbed in the notlce of thls meetlng, but rather to
focus on the necessary orlterla for an effectlve resplrator _
program. .- |

It is our feellng that if spec1flc program '

operatlonal crlterla are developed, any of the alternatlvesr.

can be effectlve prov1ded that fundlng ‘is avallable +o

' 1mplement the program.

OSHA belleves that the current 30 CFR part 11
must be revised to establish state.of the art performancet

testlng procedures and crlterla._

It will also be necessary to modlfy the performancei

‘ testlng procedures and crlterla to keep pace Wlth technology
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However, in view of statements in the-Federal Register

‘notice for this meeting, an important distinction must be . -

“drawn.

The-purpose of research is'not to reflect'the

current state of knowledge or to dlscover the state of

.the.art. It is to advance the state of the art and to .

- improve on current knowledge.

Therefore, there need never'be a delay awaiting

. research results to develop.performance specifications"

' that reflect the current state of the art.

Addltlonal research is always laudlble, but some'f'

rfof'these.respirator testlng issues have.awaated resolutlon_l

| ._long enough already.

. We need to proceed promptly with an 1mproved

'Atestlng program.- In those lnstances where rulemaklng 1s

necessary,lthere w111, of coure, be the usual procedural
delay, but we belleve there are lmprovements whlch can
be made to-the ex1st1ng prooram lmmedlately in that they |
will not requlre rulemaklng._ |

Flrst, we feel it is necessarv to lncrease_
lnspectlon and testlng frequency of resplrators. Accordlng

to current practlce, NIOSH purchases approved resplrators

* on the open market and. testithem to determlne whether

the dev1ces are, in fact,_ln an lmproved condltlon.
Because NIOSH has 1ndlcated that they have a
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llmlted budget for purcha51ng such equlpment,'only a

small number of resplrators can he tested each year.'

To allevmate thls 51tuat10n, esplrator manur-r"

facturers could be required to prouide a specxfled number,
of their-respirators as part of their application for

. approval.

Te preserve the randomness of ChOlce of unlts,

the approv1ng agency must be able to choose whach spec1f1c

units are to be tested. .

One method of dotig thlS would be for: the'
manuracturer tonrelmbursé"purchase coupons to the .
aporov1ng agency which would then obtaln samples for testlng-
from any dlstrlbutor it chooses u51ng the coupon-as payment.
| OSHA' s fleld staff could assrst the approvxng
agency.ln securlng the resplrators for. testlng by maklng
these purchases at dlstrlbutors throughout the country

To 1ncrease testlng by gettlng the maximum use

Vof exlstln;testlng equlpment, NIOSH could hlre part—tlme

help and in-house contractors to test resplrators, or
some of the testang could be expanded to a’ two—shlft basis.

: Resplrators that ‘have had the approval certlflcate-

- amended should be completely retested. .If the modlfled

resplratoay'quallfles for approval 1t should receive a 57/{
new approval number.
here are several changes to 30 4g§}part ll that o/
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- OSHA believes are‘desireble-and that do not require addi-

tional supporting research.f
For instance, duration of respirator approvals

can be .established without waiting'for new testing

‘criteria. .Under the-current_program, a'respirator__approved'

. 40 years :ago can still be used.today;h"

This practlce curtalls lncentlve for lnnovatlon,

and technology and can also, as you p01nt out, result in

confusing Situations.

" The duratlon of approval should be spec1f1c but

P varled with dlfferent types of resplrators. Longer dura—-
,tlons should be. granted for more compllcated or expensxve

 eguipment 51nce users are not llkely to replace the equlpment

as often. \
- ) ‘\\

An-alternetive is to limit eachfepproval'to five

"fyears, ‘and after that perlod, subject each approval to
. yearly reviews to determlne whether an extension in approval

_ should be granted.

. This alternatlve, however,'appears admlnlstratlvely

. untenable. We would llke to pomnt out that the 51tuat10n
.described'in the'section of the notlce on duratlon-of

’approval represents a v1olat10n of the basic premlse :

stated under changes to approve\dev1ces that contlnued _'_ e

approval Would only be forwmodificatlons ‘that do not

affect form,rfit'or'function._
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Dissimilar &fversions of a device surely must &// ,

incorporate some ohange of form, fit_or,function with the

exceptlon of dlfferent colors.

Clearly with no dlfference 1n form,_flt or

function, there should not be any danger'regardless of

which unit is chosen for use.

Respirators as dlfferent as descrrbed in that
section should be separately approved lf they pass the e
requ:.s:.te tests. ' _' j - B : /
o A stop sales and recall procedure-should be.‘ -
fOrmelly establlshed.” The current regulatlons havererther
provisions for-haltino the salee of a resplrator nor,forq.
a reoellﬂof aefeotive derices.? o |
Thoe,.these.prOCedures appear very open toﬁ:'
challenge by'manufecturers.' i | |

A etop sales and‘recall'regulation'Should,require_:f

,a statlstlcally 51gn1f1cant number of resplrators to. be

tested to. determlne the extent of the defect.

ARecalls should_be llmlted to those caees'that..

pose some immediate hazard to the,weerer, _If testing

reveals defects which lead NIOSﬁ to believe thet the

"respirator should not be used, the approval should be
suspended ﬁntil&the'responsible:defect is'oorrected or

'a more suitable unit is developed;

A panel which consists of government,officials"
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and 1ndependent respirator. experts should review every

case to determine whether stop sales, recalls or decertlfr—
cation is necessary,,
OSHA does not agree with the p051tlon stated

in the meeting notice that quallty.control requlrements

. should be ellmlnated from 30 CFR part 11. =

In fact, we recommend that 30 CFR part 11 be

_,revrsed to establish uniform quallty control plans. Under

curreut regulatlons, the manufacturer is allowed broad L
dlscretlon regardlng the strlngency of the quallty control
plan and ch01ce of factors to be lnspected..

Instead of thlS dlscretlon, each manufacturer

. of a glven type or style of resplrator-should be requlred

to test the same qualltles, 1tems and functlons.

OSHA agrees th product quallty control is . L?’/

-lnherently a manufacturer s respon51b111ty . However, if
 NIOSH were to. establlsh a set. of test crlterla to use .
~in monltorlng a manufacturer s adherence to effectlve
' quallty control and-to 1nsure that the percent effectwve

‘rate is less than a given value, NIOSH would in essence:

have its“own.quallty control program.

The crlterlon for each qualltyrltem or function
SPEleled by NIOSH for its monltorlng would gé'neceSSLty :_b(/_
be adopted by -each manufacturer Such NIO&ﬁcrlterla would
be 1mportant enough that they should be establlshed by

Nﬂ.A&IEDﬂES Inc.




- 55

lrulemaking'in 30.CFR-part 11. . In this context, it is

relevarnt to point out two essential uses for an analysis
of dimensional tolerances.

The tolerance set by a manufacturer would

influence the mechanics of the sampling and the inter-

. pretation of the sampling in a'duality control program."

‘X consideration of manufacturing tolerances is .

a necessary part of~deéigning”the‘NIOSHVmonitofing.- In

addition, an analysis of the dimensional tolerances may _'

affect whether respirator design should be,épproved."

Variations in dimensions of a face piece or . .

- harness parts will affect thelcoﬁs;Sténcy.of,fitién any
_person.and-will affect'ﬁhe range-of Popula£ioﬁ.that can
. expect to 5é1fitted.ﬁ'7 - |
—_—
'components.of respirators should-not_be:interchéhgeable
| betwéén_differen£modéls:or.aven‘pgtwéenAdiffeient ﬁénﬁfl
_facturefs;' | | | | |
'Sﬁch cqﬁponépt# could be Seéérétely testeé and 

~ approved. At the same time,-therérshould be a Small_

challenge for manufacturers to use standardized fittings,

' threads,'sizés,;et cetera, .or maké'adaptnr fittingsiso 

that 1nterchangeablllty is phy51cally pOSSlble.

- We belleve that such 1nterchangeablllty would

prOmote competltlon and product: 1mprovement. In general,d

ABL}EEDCDUES Inc
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the revision or improvement of 30 CRF‘part 11 should be

evolutionary rather than'revolutionary,°so'that change
can begin promptly

We do not expect radical overnight changes, but

gradual imprcvement and updating of testing ¢criteria as =

_new research findings become aVailable is essential.

We hope that the Department of Health and Human

Services will set a high priority for and prov1de more .

3

rlegal aSSLStance to the revision of 30 CFR part ll.'-

Revised rules should include conSideration of '

. : \
respirator designed‘criteria.Jeﬁgineering deSlgn is not

synonymcus_with failure mode analysis, and the terms should’

not be used interchangeably.

' The three elements of-the'evaluationﬂsuggeEted,r

0 1
hY

sound engineering and scientific principles, construction:

7-of.suitable-materiale and evidence ef;good workmanship'arer

unacceptably vaguer

- Because performance is the only arbiter of
acceptability requiring sound engineering and seientificr
principles in design is unneeessary.'- |

Construction of suitanle materials'andlevidence'
of good workmanship'can be enpreseed in explicit termsi
of dimensions, test'results and'exact qualitative' |
parameters. | |

‘A hose clamp_serviceable‘after X'nnmber of hours

© ABL ASSOCTATES, Inc.
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in an acid environment is -an example of a test result.

Respirator design should bebased on the

| physiologieal limitations of the wearer. The maximum,

_ breathlng re51stance and air £low permltted for each

type of respirator as spec1f1ed in the 2@ th)part 11 f"’//’

',may nqt have a scientific basis.

Under heavy workload, a 30-minute service life

air cylinder or an SCBA may'oﬁly last 20‘minutes. Iﬂ-'

- addltlon, some approved air purlfylng resplrators may

" be Dhy51cally unbearable to wear.

rrThe design of a respirator-ehould be wearer *
oriented and ecpﬁémie censiderations:should govern the -
desige of tﬁe=reepi:ator ﬁnit;

'_Desigh criteria should accommoaete the'vaﬁiogs

geometries of the human face, especially concerning face

gize and features.

The_face.piece should have a relatively com=
fortable fit. The respirator should aceOmmodete,the wearing
of eyeglasses.

The locatlon of fllterlng elements and breathlng

'tubes should mlnlmlze the- restrlctlon of vision and permlt

normal range of motlon,'
-Compqnenﬁs which neeQ f;equentssérﬁieing shoeld
be readily aCEessible. ~The teséirater ehoul&'be eesf
to clean and lnspect for potentlal defects. When selecting .ﬂ'

AmJASKEDﬂES Inc
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'materials to make: the various components, the environment

in which,the respirator ls used must be con51dered

The,respirator should withstand temperature‘and
humidity extremes and should resist corrosion, impact,

vibration and abrasion.

Several changes should be made to the filter

‘testing criteria.‘ The chemical cartridges should be-

tested at 80 percent or higher relative humidity because

a major portion of the chemical 1ndustr1es are located in-

the high humidity Gulf Coast areas.

The Slllﬁﬂﬁ-mlst test should be replaced with .f aé’;
an oil mist challenge and a chromic acid mist challenge |
to more effectively reflect the actual use. performance
requirements,of filters.

The leaa\ﬁume.test shoulo be replaced with ohe

that is more predictable and stable-in fume,concentrationf‘c‘

and particle Slze, such as the use of lead acetate from a

liguid generator.

Quantitative fit testing.stucies'indicate_that
'negative pressure, atmosphere supplylng-respirators offer h
much less protection than their pOSltlve pressure counter-"'
parts. | | |

It is a waste of limited resources +0o test

[

such expensive, low performance respirators. Consequently,

the negative pressure'units should no longexr be apprOVed.

ABL ASSOCIATES, Inc.
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' The test methods for filter media for particulate

materials must be reconsidered. The method used currently

to test particulate filtersronly_determihes the ihtegrateﬁ
penetration over the testing period for the very high
aerosol concentration.

Considering the trend of setting lower perﬁiésible'

exposure limits for toxic substances, this method becomes

' less and less appropriate.

During employee use, the filters may_not:load o

‘up and improve the filtration efficiency.,'Emplofees would

then end up exﬁdsed to much higher'fhah'predi¢£ed;levels~ B

of the fine particles which have pehetrated throtéh“the'

- filter media.

A test method determining the initial=pénétration
through'the.filter\and rate of_penetratipn'fall—pff should
be developed}‘

-

-Concerning the sorbants for gasés,and_vapors,rit

is well documented that the breakéthrough-times varf

greatly.

Respirator cartridges should be tested against

a specified number of gases or vapors'but_nbt just a .

. single one.

- In reference to special use air purifying

' respirators, current testing methods for paint.spray,

'pesticide and_mist'respirators employ*teSting'agents_which |

ABL ASSOCIATES, Inc.
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have no relatiOn to the real_subStance.

'ﬁig For example, if a respirator passes a lead fume

0 » S
'rﬂ'an organic vapor test, 1t can be certified as a : L/”//

. respirator for pesticides.

Another example, there are no‘testihg criteria

.. for mercury vapor cartridges.- More'realistic testing .

. methods for such,substencesrshouid be,developed. Under

current regulations, a'disposablefrespirator that-is sub-

Jjected to a sinéle test which is a silica dust-test is

approved for‘protection.agaihst atsl:»e-'stos!r a known human

- carcinogen.

Electrostetic,filter'media forfparticulaﬁe:

. filtration is known to be severely degradedfby.high'

humidity'and exposure to oil mists. It also loses its

e:f1c1ency durlng storage.

Since mechanlcal fllter medla, such as flberglass

'are avallable, electrostatlc medla should no longer be

' considered acceptable.

There are other now obvious program changes which

must await the results of further research. This research

- should begin as soon as.feasible.f‘The'shelf life for

filters ‘and sorbants must‘be'COnsidered.
-Most'respirator filters are made with.electro—*'

static elements Whlch degrade upon storage.; Furthermore,

o the serv1ce llfe of sorbants, such as actlvated charcoal,

"ABL ASSOCIATES, Inc. o
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 may be shortened if they are exposed to humid;environ-

61
ments. Tests should be conducted to determine the shelf
| line of future and sorbants. Filter elements should be
labelled to indicate when,tﬁey are no longer‘serviceable.
Many respirator manufacturers provide only onedsize.of

face piece.‘-One size is not likely'to'achieve proper fit

for 1nd1v1duals with w1dely differing fac1al characteristicsr

At the present time, ‘we have no. way - to predict ade-

quacy to fit based.on any fac;al_measurements. "Research mustr
be conducted to determine distribdtion of.facial dimensions.
of the American work population. | |

There S. a very serious need to find a fa01al dimen— .

1 sion that is a good proxy for face-piece fit. “Such a proxy
measure would -allow the selection of betterfpanels for fit

{ testing and also permit the selection of a meaningful series

ofipanels specifically for'various-size categories.

I would now like to address 1tems dlscussed in the

{notice not already covered

At the present,time, thererisrno uniformity ihwthe :
useriinstructions provided:by the‘maoufacturers. ‘A.proper
instruction manﬁailshould contain;at ieaSt;an explanation of
the capabillties and limitations of a respirator.

Proper fitting and - ‘use should be explalned as- well
aS‘methods of 1nspectlons, cleaning, storage, trouble
shooting ahd siﬁole'repair'of each particuiar ﬁoit..

Finally, spare parts should be listed on a simple
diagram provided. Resoirators should be field,tested}'

especially in the case of initial approval testing.

'ABL ASSOCIATES, Inc.
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Even if the respirator has been well designed

"“and has passed all performance tééting criteria, problems

can stillfbecome evident during field use.

NIOSH should issue a conditional approval‘

for a respirator which has passed all performance criteria

'fpeﬁding satisfactory field testing results. '

- Initially, field testing should bé'conducted

on high protection respirators, such as SCBA, sﬁpplied

‘air and powered air purifyingrrespirators.

Later on, all approved respirators should be.
subject to field tésting.3 OSHA agrées that approval e

testing_Should be performed on regulaf production units;'.

- Prototype units may not fairly represent the final regularf'

prodﬁction units,

.\. ) . . ) . . T - - R - .
If testing is done on preproduction units, then

only a provisional appfoval should be granted,- Secufing

used respirators for testing should’ndt'be_eqﬁated with
quality contrcl.

The manufacturer is never responsible for

defects of use and,abuse which'are the result of user

actions..

Only in response to a new performance criterion

on durability of :espirators‘or.their components would

"this type of testing be legitimate.

However, establishing a single criterion

ABL ASSOCIATES, Inc.



. no crlterla avallable.

‘applicable to all uses of a respirarprrtype would be

very difficult.

OSHA has;ofpen received variance'requestj
concerning the use of limited pre&ﬁction, special purpose
respirators. | | n |

. OéHAcahaet determine the effectivenese:ef'

those respirators. NIOSH often_élaims that the respirator

user must subm;t detalled quallty assurance plans whlch

are not fea51ble for the small number of resplrators o
involved.-

NIOSH should give_specialpCOnsideratioh to the

" realistic and practical testing and certifying-of'limited

production respirators.

- If an innovative respirator design hae been

developed and submltted to NIOSH for testlng, sometlmes,-

" NIOSH cannot test and certlfy the device- because there are

Special provisionsrshould'be made in the revision

of 30 CFR part 11 to accommodate new designs in respirators.

. 0SHA does not believe that:group testing of respirators

woﬁld be an'improvement.

pFun&amehtaily, it is-inconsistent to claim that
a system basedfon_waiting until a_fime iﬁ the future
w1ll make a program more responalver

 The relatlve time of testing: dlfferent unlts

ABL ASSOCIATES, Inc.
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of a given class or type should have ho influence on the

rspeed of testing and evaluation;process itself.-

Air purifying and:atmosphere'supplying'respirators'

‘ ere teSted‘by'different ?ersonnel any&ey;riThe-test eqﬁipment

is de51gned for a Sp&lelc type of resplrator.
| Therefore, there should be llttle problem ln‘

testing any respirator as it arrives without’waitinqrfor_
oatch processing. |

The puolioerioo of tesolresults ﬁouid‘serve 1itole:
purpose under present oircuﬁstenées,.because;therest_ﬁerhods
ere not really meaninéful;_ | |

For example, eir ourifyiﬂerSPirators ere'oniy.r
tested £or,filterrefficieooy} -Arrespiretor can'proyioe

very efficient particulete'ﬁiltration,'yet be very uﬁcomn

 fortable to wear, and not fit a majority of the wearers.

i We do think that'fullApﬁblication'of actual test -

daﬁa values for all approved respirators can be very :

beneficial if the respirators are thoroughly_eValueﬁed by

.complete realistic test regimeﬁ.

'Many of the 18 questlons ralsed by the con-

sultants have already been answered ‘but a few remaln for

corment. Provisions should be made fOr ﬁser comments.;
At present tﬁere is no meohanlsm for actlon based on
feeaback from the resplrator users to NIOSH

One way to do this would be a user coﬁmehtfcerd

ABL ASSOCIATES, Inc.
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attached to the instructioh manual so the user can notify
NIOSH if there is a real orlpotehtial defect found in the.
deSLgn and constructlon of the resplrator. |

NIOSH should require reglstratlon w1th the'

manufacturer of any hlgh protectlon factor resplrators

or deVlCE whlch is to be use& in env1ronment 1mmed1ately

_dangerous to life or health.

The user could then be notlfled by the manu—‘

facturer promptly if a potentlal defect were dlscovered

_The consultantS'posed a queStlon 6f further research.

s . . : o o -
OSHA belleveﬁ/that respiratory protection is too important '
to empioyee health not to be a very worthwhile topic of

more research to improve what is in many respects a fairly

basxc technology at present.
One factor in respiratory protectlon is relatlvely

: JUe G z;ék/
new and of uncertaln 1mpact on thenresp ratory protectlon -

program, lncludlng the need fotr testlng and certlfylng

- respirators.

This new factor?’is quantitative fit testing.. -_‘iﬁf/

Quantitative fit testing promises to give individually

tailored evaluation of the effectiveness of any respirator’

- for any wearer._

This would appear to drastically alter one of

thehpresent basic ooncerns'about resplrators,_that is

assuring a minimally protectiVe respirator in a predictive -

ABL ASSOCIATES, Inc.
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manner. The class protection factors, thefqualitﬁ control

program and unit certification are in large measure an

effort to confidently predict‘thatha_respirator will

protect..

We hope these remarks will be useful to'ycu in

_evaluating whatfchanges to make to the testing and certifica-

. AN ,

There are‘many changes that OSHA belxeves are
very neeessary.: This concludes my prepared remarksf-'Thankh’
you.

DR. MAY: Thank you very much, Frank Are there

any questions for Frank? That's a lot of materlal to

-dlgest in a short perlod of tlme.r

I personally feel if I had a couple of hours, I' dr_f'
probably have\one mllllon questlons for hlm, and on the
llqht vein also,_I think hlS talk proves that anythlng you
might have heard about OSHA and.NIOSH belng very close_e;
tggethet theee,days is-not'necesearii?'trne, |

(Laﬂghter.} |

MR. BRENNAN: Excuse me, sir, Bob Brennan, Scott

_Aviation.

In your presentatlon, I found many p01nts that -

I feel are valld, one of them concernlng the manufacture
of :espirators is_the abillty to notlfy_people ‘when a

: defect is found.

" ABL ASSOCIATES, Inc. -
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- In your paée 17 in yourtpresentatien,'ybu‘ve

got the.suggestionthat NIOSH should reqtire registration;,V

Ifassume you mean of the tser with'the manufacturer on any

high protection-factor respirators. |

At present, as I understand it, NIOSH not being

. a ragulatory body could not require the user to register
- the use of the device Withgthe'manufacturer,3but'it strikes

me that OSHA being a_regulatory-body could, in fact, step -

in and require the.user to register his use with‘the manu~

 facturer :and in that way implement what I consider to be

a very good thought here.t

MR. TIPTQNf Thank you.
MR. DUFFY: My name is’Rich.Duffy;f I'm with'the-'
International Associationrof Firefighters. .

.‘\.

Regarding the previous remark, there was one -

_major problem in that firefighters, one of the main users

of self—contalned breathlng apparatus were not covered

under the statutory requirements of OSHA, thereby your '

_partlcular'scenarlo wouldn t work for us.

MR. TIPTON: I'm'sorfy, I don't quite follow

the point you?re'trying to make.

MR. DUFFY: Well, if OSHA required user regis-

tration for use of breathlng apparatus, self—contained -

.. breathing apparatus would fall under those, dangerous

to health. Since the firefighters are not eovered under

ABL ASSOCIATES, Inc.
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provisions of OSHA,-they'have'beeh excludea-beceuee'they're-"

_ public employees. OSHAe#ouid have no authority requiring:

a firefighter user to be required to register.
.MR. TIPTON: Unfortunately, well put.

PARTICIPANT: _Excuse me, sir. Ibelieve that

 we have reached an. impasse which I'd like to point out that

OSHA  apparently can't require registration es was pointed‘

- out by the members of the fire community, and it appears

that NIOSH cannbt‘require'and enforce the'fequirement for

. registration either, and I suggest that other people ldok

at this_as'a_good idea.

.The questiOnlappeafs_to be'how does ohe'implement }"

it realistically.

MR. TIPTON: I think T can- make one comment about_-'

.\7
v

-that. The cdhtradictlon is not really total, He was only
referrlng to a small: subset of the users of resplrators,'

and in fact, I belleve that under the state plan that

those employees would be covered."

MR, OPOLD: I'm Jim Opold Division of Safety

~ Research, NIOSH. I_guess I*m break;ng a llttle blt of
a precedent here in asking a question'of Frank, but I'think‘

for the record we'd like to know what arefthe concerhsrof

the compllance offlcer and what ‘kind of c1tat10ns are

,belng dellvered in the fleld when it comes to the flndlngs

of personal protective'equxpment’ Are they follow1ng

'ABL ASSOCIATES, Inc.
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regulations? Do we have-adequate regulations,'and this

type of thing? I think we would.iikelto'have that

answered,

MR. TIPTON: Well, the one part of your questlon,

‘I think it would be a llttle lnapproprlate of . me to say

. that our inepectors are not follow1ng the current regula—

tions. I certainly think thatrtﬁef are;:d, .

i " The types of citations lssued.are going to depend:
on the facts and c1rcumstances of each of thelr 1nspectlons,
sc.there slno way to-really say anythlng very definitive o
about that here. | |

As flar as some feedback from thecompllance offlcers

about the current resplrator 51tuatlon, I've recently

. sent a letter out to the field,-and—the answers haven't

_been¢returned‘yet.\

MR. WALTERS: Woody Walters, Minnesota Firefighters.

' With the units that are on the market:ncwﬂ several components.

sometimes ‘are changed. You'mentioned the face pieces.,iOhe

fire department might have a partlcular type of mask and a

‘partlcular 1nd1v1dual flreflghter feels another brand fits

.'hlS face better so he purchases it hlmself or a partlcular

braad of mask does not have an off mcde fcr‘pressure for
donning, aﬁd ao he.pu;chases a'reéulator,to put-in the
other type; | |

All of_the_masks being NICSHapproted, bdtas--

ABL ASSOCIATES, Inc.
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no longer exists.
If a firefighter was injured with this modified

mask using all components from-NIOSH-approved masks, would

_the‘city'or fire department be cﬁted‘bYVOSHA by miﬁing_these

.units up?

MR. TIPTON: That's'a:lot:more complicated Questionf'

N . ) o ; - o a o )

than you may think. The jurisdictional question is in there -
as well.

I think NIOSH had better reserve the right to

- correct me if I'm wrong, but, in essence, I addressed some

of your cocCern in my prepared'reﬁarks;‘pct I think ﬁnder
the-situatiop'the way.it is how, each of'those devices
that you descrlbed would not be the one approved by NIOSH _
and therefore, would not be an approved dev1ce._" ‘

MR. WALTERS;_-Does OSHA cite 'a citation because

- that unit was modified?

MR, TIPTON: ‘That-depends on'a few other things
as well.

MR. POWERS: I-want to'address my comment to

.the same general area. I want to go on record saylng

that I todk a lot of exceptlon to a lot of your speech

but to,generallze what I'm taklng exceptlon-to_ls the

' Vstandardization idea.

Whenever you start standardLZLng the components
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and you start standardlzlng the quallty control systems

that you recommended both then you are openlng up a

bag of worms that you 'd never be able to admlnlster.
As the flreman just sald he s going to put a

face mask on thls unlt and a regulator from that unlt and

'a tank from another unlt, and he s g01ng to bulld hlmself

a unit out of various certlfled unlts, and because of that,

7the 1ndustry has almost dellberately not standardlzed
' because the llablllty 1nvolved, when the flreman goes in

| there and dies because he mlxed lt up and dldn t work rlght

is beyond any manufacturer s ablllty to handle.

I want to say on the quallty control aspect, .

where you say you want to standard:ze what s to be checked

by the manufacturer, then I thlnk that 1s unreallstlc..

AN
kY

I don t see how OSHA who goes in to varlous manu- f

facturers' plants could ever recommend a standardlzatlon )

‘,that wouldn' t fit.

There S no way that any standard system lS gomng
to flt every manufacturer s plant, and I know 1t.'

. You have to have versatlllty both in your des1gn

,1characterlstlcs and your quallty control system, sa I would

"like to take much exception to thls standardlzatlon 1dea

on either concept.
MR..TIPTON:' Thank you for your comments

MR. BOhTON: Paul Bolton, the Reynolds Electrlcal
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and Englneerlng Company._rAs I understoodryour'recommenda-

‘ tlon there regardlng standardlzatlon is that it would be

'permissible,rnot mandatory,'am I correct?

' MR. TIPTON: I thlnk what we were saylng 1s

that there should be an opportunlty avallable there, and

ﬂessentlally the purposes here would be +o hlghllght areas A'i'

that we think should be explored.

DR,-MAY. Are there any other questlons for o

‘F"ank°' 1'd like to just pose one, and that relates to

gyour comments about self-contalned breathlng apparatus,

negatlve pressure, and that they should -—= T thlnk your

coument was they should essentlally not be -- we should not.

rcontlnue +o use them because of thelr limited utlllty and

sw1tch to all posmtlve pressure unlts

- I guess my questlon really relates:torthose from'_
the 1ndustry who manufacture such dev1ces and what theern
cdmments WOuldjbe on that comment OSHA made or. any further; L
comment you'd. care to make on that pOlnt.: L |

' No.one wants to tackle that one? JOkay.p'I thank?_(f

_you very much Frank, on. behalf of OSHA for your comments

I'm certalnryou'll be hearlng more fron us on some of i,'

" them also;

| I thlnk since we're only roughly flve mlnutes_'
away from the next presentatlon, 1t m gorng to go ahead
and get lnto that paper, and 1f in fact, we end,prlor :
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- to l 15, as. I sald thls mornlng, please do not'utilize,'

;;f _the cafeterla, but if there are any in the audlence who
| 7', | want to go out51de and eat, it mlght glve you a llttle_*
: ] fmore.time.
. 2 ' o
3 | | .The next presentatlon w111 be by Randj Watts,.:
4,'], Cfire tralnlng coordlnator for the Cumberland County
5 'Volnnteer Firemen s Assoclatlon, Carllsle, Pennsylvanra.
6 || Randy? T N
7d'- i , k;:" MR. WATTS; Thank you. Before I start my
's | prepared.presentatlon, I would llke to go off the record
ig . as a tralnlng coordlnator and speak for myself as-a flre—}‘i
13. ghter and make it part of the record that ln my oplnlon;
%E; 12. the fire serv1ce is arv1tal marketportlon. It should be :
13 a v1tal concern to OSHA, and we should not be con51dered :
14 - .1n51gn1f1cant, and that our problem should be addressed
152', } in greater detall, that we should be set a51de from
‘16 h': :'%hndustrlal regulatlons and con51dered as a separate
1_7_ : :part. o |
18 I dld take offense to the OSHA comment that we |
_19 are~a'small part-of the market, and I don t thlnk thatl
”zj'_ a falr way to treat s .- | | |
5 T don t speak for the Internatlonal Association,_hﬁf
2% .I don't speak for any other group in the flre serv1ce, hnt'd"
'-%? .24 , 1 did personally flnd that one p01nt offen51ve.'
25 -' :-,V'T Now I'm back on the record, and I speak today |
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‘as Fire Tralnlng Coordlnator for Cumberland County,

Pennsylvanla, and my concern is the people of the flre

‘service 1n_that county.

Prior to assuming this position, I did work:

- in the commercial fire equipment business inspecting and

'.maintaining'aelf-contained'breathing apparatus in:the

field, and I guess_that'e_made me a little,bit opinionated
and I'11l get into that in'a;minute..

| Cumberland‘éountyrcovere 555 equare;miles in

. southfcentral'Pennsylvania.l It's just'acrose.the_river

fromehree Mile Island. 'We'used(to,say'it5was'near'-'~'

Gettysburg or it was_near HerShey'euntil Three Mile Island_-
almost melted.down} It's become a better .landmark. .

We provide fire"and,rescuejseruicee t0j187,000

peoole, 37 independent volunteer fire &epartmEntSJV“We are . -

not the career service, We're'the VOlunteer service. L

- We have a total of 376 SCBAS in our. county, and

they are approx1mately 50 percent MSA 50 percent Scott ‘

‘and four percent other brands, They are about 50/50

‘pressure demand.

We are not the most.importanttarea for any manu-

- facturer nor do we set any trends in the use of self- -

contained breathing-apparatus.that make us authorities..

We must’rely on manufacturers and approval

: agenc1es to prov1de us w1th breathlng apparatus that 1s
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'properly dGSLgned properly manufactured and is desxgnedl

and approved by people who understand the nature of the

busrness we.conduct.

We do not operate in controlled-industrial

'coadltlons w1th one known toxin where so many parts are .

.allowable that we can monltor for, we're aSSLgned breathlng

+

We operate in unknown env1ronments under_'

'.condltlons of stress, emotlon and under dlfflcult

7 condition Our breathlng apparatus is a llttle blt dlfferent:

probahly.than what you all are.used to in an 1ndustr1alg

1appllcatﬂon.

: To the best. of my knowledqe, and thls was just

';}brought cut in a llttle greater detall the flre servaoe,
rat least in Pennsylvanla, is not covered by any approval

'agency...,

. ,' QOSEA has no jurisdiction,'NIOSH,and Pennsylvania”""a

'V'Labor and Industry does not cover us, so that whatever o
breathlng apparatus we. choose, whatever we do dec1de to_”'
. use and however we go about u51ng 1t and malntalnlnq lt

:it's_just flne

As a result, lt s a haphazard approach. iAny'

ﬁrecommended practlces or standards that are followed by

progre551ve people are done SO on a. voluntary basrs.-
The rest 1s left to chance, and thls is where the problem

ABL Assocmnss, Inc.
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comes in for the fire service. Equally lmportant, as you
- conSLderlng your new standards, should be a requlrement
for user selection,'some jurisdictional control over_what

we do, in fact, use in the fire service, but most importantly; °

:.self—contained breathing apparatus.

I've seen firefighters on the fire ground. read

1

lady. |

That s not the way we should be tralned. We‘ve,.:

hunlt at that fire.

Three weeks later, he ] exposed to lt agaln,

jthe process starts over. Over a perlod of years, 1f he

_'llves, he becomes prof1c1ent ln the use’ of the breathlng

r

It's not a desirable system. I'm not being

re

two other areas, the training of the people'that-wear‘the"

the box 1id, put the mask on for the first time and rush

inside a burning building to, I guess, rescue theé beeutiful‘

been lucky'in the'county K far that nobody has been kllled,
ul‘but as I sav, typlcally what: happens, a man w111 read the.'
box lid, put it on, go in a bulldlng, he ll develop some

user competence, some understanding and capablllty of.the

critical of oursélves, but telling you'realisticallydwhat '

does happen, and I think there-shoﬁld be some way;that We_

can overcome that.

We have got to 1mpose standards on the flre o

AM;A&IEDUES Inc..-



service. We'don't,seem to be able to do it from within.

We must impose some standards for training and use from '

J

without.

Another thlng ‘that poses a problem to us is the

- cost of breathlng apparatus. For 7. é,_SOO, that s a lot
_of coin cards we have to sell, a 1ot of blngos or a lot of
~ ham suppers,-so'we can‘t afford to continually change our

'breathlng apparatus the Way an lndustry can.

You mark up proflt marglns and mark ups above'?

. cost to'generate income to pay for the expense of your"

»

personal protection programs.

__We go out and bum money from'other people and -

A*have limited resourceS'to:deal'with, more so than_what-kT

_you would imagine, so your new technologies that you want

to,introduce'to-hreathing;apparatus;are.going toihehvery |

slow to'be implemented:in the fire.service.;

I m sure we could go places we still ‘have the

*old chemox mask, and it's frlghtful. It s not that we' re”
too dumb to know any better. We are, but we oftentlmes'

'_too can t afford 1t.

What I'm trylng to say is flrst of all the', .

'flre serv1ce must be made awarg of the need to prov1de

-

-proper breathlng apparatus

T believe wholeheartedly w1th total adoptlon .
of pressure demand breathlng apparatus, but how are we
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" going to paY'fOr that, and_how;are we-goiné.to get'to -
the backwoods fire chief to make him aware of what

pressure demand is.

That's a problem we've got to'consider. We've

got to traln the people properly in the use, and ln my

noplnlon, lt S my understandlng that the controversythat

rred up these hearlngstoday was the death of flre-

-_fighters, and it seems to be an lndlcatlon from what I-ve

" heard and read that the maintenance of those units was

the cause of the. problem.

Someone in my oplnlon should be able to - arrest -

a fire chief who lets mlldew‘grow 1n51de regulators,'storesf

f:

”unlts w1th water in the regulator or converts 20—pound

carbon -dioxide flre extlngulshers 1nto use.és breathlng

'-alr cyllnders, and 1t.happens.

Again, I'm not trying to cast stones_at.the;

fire service, I'm'part of it,rand I love it;*bﬁt wefre

not industry.

- We don't have~industrial'hygienists.' WE.don't‘

havefPh.D.s who can quantify everything that we breathe

and everythlng that we do. "
We have some flre chlefs, at. least 1n PennsylVanla,v

in eastern Pennsylvania, that virtually can't read or‘wrlte, B

‘and these are some of the problems'that you're'going;to'

-have to address} I think, as_an'aPPIQVal.agency,”as a -
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watchdog.- When YOu'approve a manufacturer's unit,'that's'

- fine, and 1t should be good quallty and 1t should he
rcontrolled and approved but when it goes out of that -

h manufacturer's plant, you lose control, “and we have to have

"some mechanlsm to take care of lt to follow-uplon lt and

'make sure that itAis-maintained{properly,

We've all got to work together. A couple of

‘specific comments that I would make, and I'm sure that

you're aware of theﬁ,~but therefs a big differehce between

breathlng apparatus in an lndustrlal 51tuatlon where

temperature, humldltles are somewhat constant versus

.-the fire serv1ces.

It may be 68 degrees 1n the statlon. We;'

respond for ten mlnutes lnto a rural SLtuatlon.ifIt's
- 20 degrees above or below zero, ‘and suddenly we throw
~ that unit inside a structure‘that s 2, 3 400 degrees

'-temperature.

It-doesn‘t always work. 'We have exampies where

the hlgh pressure hose connectlon on. regulators is blow1ng

off. The main body castlng of the unlt is cracklng. I can

cite four examples, and'they occur almost_ln exactly;the ‘

" same pattern.

So-we have temperature variations; humidity

varlatlons, and I thlnk the other flreflghters Ain the_

room would agree; there's no graceful way to flght a flre.

ABL ASSOCIATES, Inc.




Jwall to try‘and make a rescue. I'm certainly not con-

80
When you-jump dOWn.a‘f;ight'ofstairs because
an'attic has become fully involved,hyou‘re'not thinkingr.‘
about what's_going.tohapnento my reguiator, okay§
That's the least of.your‘concerns. |
3 You‘re:crawling through a narrow opening in a

5

cerned about the hreathing_apparatus at that point. It

‘had better work, I hope, but‘I'm'nOt going to baby it like

'I would in. maybe an lndustrlal SLtuatlon. '

As was hlnted at by the other gentleman 1nvolved

in fire: tralnlng,the pressure demand mode, ‘and I don t mean

- to cast stones or be'crltlcal,'but there S a new breathlng

,apparatus'just‘came on the market for the‘fire-seruiCe;that

operates continually on a pressure demand mode with no .

' convenient way to shut down the flow.

On the fire ground, we takeour face éieces on and’
off a lot. We go inside a buiiding;‘make a quick Search, 

come out and tell the chlef you know, the flre lS spreadlngr

vertlcally through the wall,'and we've got to put the

face plece_back on.

We have to have some convenient way to control -

‘that problem. There's some unnecdessary features. On the

MSA 401, there's a little chest strap that goes across

here, and it's tested and approved llke that as a unit.
That does us no good and it really doesn t help
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hold the unit on.' We‘ve'done some tests.i'We'hold people‘

upsmde down and shake them and everythlng., It's'hot

: 501ent1f1c but we've. determlned we don't need that.

So if we cut that off we'lve v01ded NIOSH

"approval so I get kllled in the flre, and I have a sharp -
;widow. She says, well look, you dldn t have the chest
.strap, it's not an approved unlt.r I m gomng to subject |

_you, Ch;ef, to c1v1l llablllty.';'

You3know, is that reallstlc or not° E Face
1"aps on one unlt a lot of our fire departments, and

maybe I ‘shouldn't reveal thlS, the OSHA man has no jurls-

_dlctlon, SO I guess I'm safe._but if we remove that walstf

strap we Vcld the apprQVal.

Now the walst strap lS de51gned to hold the"'

.cyllnder on your back. 1£ you do fall on a stalrway and

sllde down the stairs, it's desmgned to hold the unlt -

from going up and hitting you lh"therback ofrthe head

~and knocklng you out.

- But the strap also rapldly becomes v1rtually

' lmPOSSlble to adjust, that lt helps retaln the unlt. _The

webblng materlal used 'in - it just don t hold up to the '

.flre, plaster, dust, m015ture and the whole thlng, so-

- 1t s a- good 1dea, but it doesn't. work Agaln, we v101ate

y

the approval.
gAnother_bié problemﬁthat,we‘have is interchangeabiliﬁ
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of cylindersQ - The old fire-department, about;20,years

_ago, the chlef probably bought two masks, and they had

the old 40 CUblC foot cyllnders thatoperate at 1800 PSI,

and he's since gone out and gotten four more unlts,

'-and they take the 45 cubic foot cyllnders at 2216

Technlcally, we can 't lnterohange those

. eyl lnders, because we violate the approval. -We get on

a flre ground operatlon, we need to replenlsh air cyllnders,

Cwe '11 swap . 40 and 45 lndlscrlmlnately. S e

The unlts Stlll work but we v101ate the approval.:-

galn,,ls that a performance spec:u.f:.cat:.on‘> It is.. I under-

'stand the dlfference, but we've got to llve w1th that

envmronment

' The same way that lnterchangeablllty of dlfferent o

‘ manufacturers' cyllnders. It's chlseled 1n stone somewhere

that you shouldn't lnterchange Scott and MSA.
I would 1nv1te you to axmjor flre, and you can -

play the role of air supply offlcer and try to keep 40 ‘or

- 50 people supplled w1th breathlng apparatus and suff101ent

quantltles of breathlng air w1thout lnterchanglng s;zes

' and styles of cylinders. It's v1rtually 1m90551b1e for

us.

I could continue and complaln about many thlngs.A‘

'Complaining will do no.good; I don t thlnk that we: need

to create any more antagonlsms or mlsunderstandlng. I_
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'o'would like to suggest that somehow we 1nvolved the flre

-serv1ce more actlvely in the entlre process, ‘from . de51gn

to testing and,finally, the use and malntenance of

,breathlng apparatus

Keep in mind as you go through your process here

. that we in the volunteer flre serv1ce often lack a pro—'
'fessionalism of the people in.Boston, New York, Plttsburgh, .

,Li, t cetera.

We are not able to traln ourselves adequately

“We lack time resources, we 1ack_money resources, and we

lacktthe’facilities.

. We lack S0 much, I guess I shouldn £ sound so o

E sad, but there s a dlfference between a man that works '

' 8 or 10 hours a day for a 11v1ng and then goes and flghtst'

fire as a servxce as. opposed to someone who flghts flre '

 for a llVlng and has. the beneflt of the tlme to traln

~and the fac111t1es of a fire department tralnlng offlcer.

Thls is not a crltlcal comment agalnst the‘

career fire service. It s an env1ronmental factor that

you must - con51der in the volunteer serv1ce.

'We have good 1ntentlons,‘but we often 1ack the.
abllrty‘to properly care forourselves.- We need to berl
tended to. | | | |

, There needs to be some agency created to,oversee
and control the use of breathlng apparatus by the flre
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service. It needs to ‘be a'supportive organization to -

educatlon and promote as well as enforce.

It should be federally funded, poss1bly through
an agency such as OSHA or FEMA, the Eederal Emergency

';Management Administration, maybe the_ﬁnited States_Fires‘_'

Academy .

I realize-it wilk he costing,*that'funding'is,'j

always a. problem. It's not polltlcally advantageous( .

"[to support a prOJect llke that. We're not gorng to flnd

a pet senator real qulck for thls one today, but we're

' paylng the prlce ‘now in terms of human llfe.

Last year we know of at least 40 flreflghters

who died while wearlng breathlng apparatus. I don't .

Al

thﬂnk that s necessary.

-

3 We' ve just got to start, I thlnk, all over, and .

' _maybe I'm totally off track, but I 1nv1te you " to the field o

] to look at the volunteer and the career fire serv1ces.,r

T

“and evaluate what you're trylng to regulate.-

I thlﬁkyou ve got to make a dlstlnctlon between
lndustrlal appllcatlons and flre serv1ce appllcatlons;
approvals, use, malntenance prooedures,r everythlng.

I reallze there mlght be -a few questlons. I'u

welcome those guestlonS-at thlS_pOlnt. Maybe you already

“MR. BOLTON: Paul Bolton,iReynolds Electrical and -
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"Englneerlng Company I fail to see how the establishment g.

of a regulatory agency would solve your basrc problem
which -appears to me to be one of money, money to buy the

equlpment that is avarlable on the market,.money to prov1de

'the training'that at least your velunteer flremen don't

.have enough of right now.

Would you care to expound on that7
_ MR WATTS.. Yes, 1t 5 a two—part answer I ll

give,you. Flrst of all, we could work around the money

'problem.

We can't’ change 1nstantaneously, but when you T

get into this krnd of busrness where you re talklng about

_‘registering users and unlts, it becomes 1mpossrble to,

- deal w1th the flre serv1ce from a management level. )

The chlef offlcers often are not knowledgeable

- ‘about breathlng apparatus,'lf I start to talk protectlon

‘Vfactors or quantltatlve face flttlng and that klnd of ;h"

thing. They won't llsten, because they don t understand._;__f

So we have to. have an’ agency w1th some teeth to-

Vrsay, okay, chlef, here's the way 1t s g01ng to be done. -

Here's what it! s golng to take, here s the program, you

--must'follow through with it. If you don t, we ll-wrthhold.

Like in Pennsylvanla,_we have‘firemen‘s relief funds‘thati-

comes in from fire. 1nsurance tax, okay, you won' t get

_those forms, you can't buy anythlng., Then'the'companyrisﬁ :
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going to.get mad at them and say you'dibetter:combly here
-so we get our money'so'we can buyfnew heimets,'boots
and breathing apparatus.

. | But there's got to be some.controlling.factor‘

rather than allowing -~ for example,'ih my‘county,,we have

.37 companies. Anything that. I do with the chief is

rvoluntary on his part. -

I can suggest programs We've'contacted manu~

'racturers to buy flow testers and 1mplement malntenance_

programs but unless the chief elects to do so, we c¢an t

_ enforce the program.-

- S0 what we need, and, agaln, ‘my oplnlon is some o

~kind of feéeral agency ‘to say here are the standards,hh

" here's what you're golng to have to meet, we 11 glve you

a period of grace to do rt, but if you don't'meet-lt,
there w111 be some enforcement prov151on, rather than
.saylng thls chlef over here w1ll meet 1t, because he s

pretty progre551ve andlntelllgent, but thlS chlef elects

not to, and his people don't know or don't care, S0 they ;

don‘t have'any protectlon.

7‘ We need to impose in my ooiniou'a,protection on
the people. | It' srthe only way I can see we 11 get lt;
Maybe in Mlnnesota it works a little dlfferently, but we

have to be fcrced to do thlngs, nd I think it would solve

"_a lot of problems if we were. Dld I answer youriquestlon9-

ABL ASSOCIAIES Inc.



Are there any others?
- (End Tape 2, Side 1.}

DR. MAY: Next is Jerrold L._Caplin,.Occupational

‘Health Standards Branch of the Office of Standards

Development. Jerry?
| MR CAPLIN: My name is Jerrold L. Caplin.. I'm -
a health physrclst employed by the federal government in

the Occupatlonal Health Standards Branch of the Nuclear

‘_Reculatory Comm1551on, Offlce of Standards Development.

The NRC staff welcomes thls opportunrty to

offer'its'comments.on the NIOSH/MSHA resplrator testlng '

-and certlflcatlon program

The NRC has -a regulatory responsrblllty for the ';'

- pr ection of workers agalnst alrborne radloactlve materlals

that are_used'ln NRC llcensed-programs actlvltles.

Thls responsrblllty is carrled out 1n part through ?'
our regulatlons whlch requlre the NRC s 1rcensees to prov1de
occupatronal resplratory protectlon that may 1nclude the |
approprlate use of resplrators where englneerlng controls'f
are not practlcable;_' : | -

The NRC, therefore, has an lmportant need +to be

able tc assure that the resplrators utlllzed by lts,.
' licensees are capable of protecting the,people‘Who wear
‘them again the various reSpiratory hazards that might'

.be encountered 1n nuclear facrlltles.-
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-prqtective equipment.

‘Then_NIOSH/MSHA respirétorrteSting‘and'éérti—

" fication program is onhe of the NRC's chief means of

assuring the reliability‘of the respirators that its.

. licensees use.

Our regulations generally require our licensees

. to use only NIOSH/MSﬁA tested and certifiéd_raépirators in
-NRC appfoved programs;a.Thus, the1continuationrof'ther

| - respirator testing and certification program is important

to the NRC's irterest in carrying out its”regulatory:“

responsibilities.,

This'prqgraﬁ.provides an authoritative, relatively

unbiased goverrmental source to which we can refer for .

. assuring the availability of'écceptable respiratory

If such a.pfpgram were:not in ﬁlacé, appropriate

action would have to be taken to estéblish,én.equivalent

- program,

The NIOSH/MSHA testing and certification program -

has_generally been very useful and-ceftainly-hés-:esulted -

in the availability of reliable equipment for use in many

situaﬁions;

However, the_?fggraméan:and,éﬁdﬁld ce:tain1y be
ﬁade more useful from the NRC's'innt ofviéw.'It'doeé'
not provide eférything that the NRC ' needs from sugh_é_ .
program for:rggulatingrthe'use of_réééifatoré,'and:the
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NRC has developed some of the additional informationrthat'

it requires through'the support of research and technical

‘assistance contracts.

. Some of the areas that should be strengthened

in the NIOSH test and certification program are the

_prov151on of quantltatlve performance requlrements, broader

coverage of. the testlng schedules, for example, for equlp—

‘ment such as'supplled a1r SUltS or for,alr purlfylng

Trresplrators for use agalnst radlo 1od1nes, more complete

and spec1f1c test procedures for varlous fllters, sorbants'

and comblnatrOns thereof better specrflcatlons for dlffer-_

entlal pressure between 1nhalat10n and exhalatlon resrstance,'

and for mlnlmum and maxrmum alr flow 11mlts, for atmosphere--

"supolylng equlpment, and better means for 1dent1fy1ng

certified devrces as they go through varlous model changes.

As an a51de,,I m sure that that s &a. very partlal

.llsta, and .almost everyone in the room canzcome up w1th
'thelr favorlte laundry llSt of ‘many other thlngs that need

 to be fixed.

However, we belleve that it would be wrong for .

--each governmental agency that has respon51bllit1es for

some aspects of resplratory protectlon to have to set

up a completely 1ndependent program for testlng and

'oertlfylng resplrators.

. Such a course would obV1ously be inefficient and‘
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1might rery.wellAdegrade rather than improﬁe the overall
- quality of occupational respiratory protection'that's

provided.

of the alternatives presented in the notice for.

this meeting,7we favor alternative two which wouldffocus

: fthe respon51b111ty both for the performance criteria and

 the testlng procedures for certlflcatlon in a 51ngle

agency NIOSH and by whlch actlon would be taken to revise

N

-and strengthen the current requlrements, and I mlght add

- here that would 1nclude carrylng out the testlng and

certifications;

Alternative one-which ﬁould include both NIGSH

and MSHA as the certlfylng agenc;es would also be acceptable.rﬂ

'However, alternatlve three . in whlch NIOSH would certlfy

private laboratorles to perform testlng and certlflcatlon

of resplrators would be much less acceptable for thlS sort

of certification.

‘This aiternative might be useful where a'less

7 complex set of tests on less diversified equipment were -

involved.
It does notdseem-snitanle for-respfrator_testing

and certification ﬁherein an elaborate-ecneme'wouhihave

to be developed and. maintained-for ﬁonitoringnthe:private

laboratories. and for keeplng track of the multlple sources

of tests, approvals and‘changeefto approvals.c Those jObS:
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are difficnlt enough when you're dealing:withfjnet onept

organization.

Another importantrconsideration‘involving
alternatlve three is that the grantlng of certlflcatlon'

would be under the control of several prlvate laboratorles

.rather than that of the federal government,

This approach would abrogate and diffuse responsi-

bility, prov1de less confidence" to workers and to other d

L

aoenc1es in the assurance of the quallty of the protectlon

iprovided, and,'thus, might‘be con51dered unsatlsfactory'by '

. some individuals and organizations.

The fourth alternative which would allbw_the_.ia'f

. industry to self—certify.respirators_is‘therleastzpreferable,f'

and in our view, would entail costs. that wouldloutweight"
any iikely-benefits;h

For example, any 1n1t1al sav1ngs in tlme or .-

Vmanpower would very likely be more than offset by the need
for 1ncreased regulatory actlvlty_by the varlous respon51ble"

agencies.

My own personal view of that that I thlnk I ve

':expressed to some people is that i’ s not such a good

'idea to assign the fox to guard the chickens.

As to performance for specifications, perhaps
too much has been made of the supposed distinction between
performance criteria and test procedures.. In practical -
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rapollcatlons, these terms are’ closely 11nked There?is

1ittle meaning to a crlterlon for performance unless there

is some reasonablerway to test whether or not. that

crlterlon has been met.

We believe that—{End tape 2 Side l)-tthat Qould
protide'estimates,of how ‘much protectlon a respirator |
_ T T T !
provides;:and should'also include more_realistic‘teSting'
procedure. : |
As to quality. control, we beireve.that-therchanges ,
in thernotloe, suggested 1n=thernotice on the;method |
or assurlng quallty control should be recon51dered.'
. The suggested changes would result in checks on -
guality control only“by after-the—fact methods:such as.
VrlEld surveys,'although ‘such surveys are useful adjuncts.*'

to a quallty control program. It seems to use that there _'

: should be a more p051t1ve method of assurlng the quallty

of these 1mportant safety dev1ces before they are marketed.”
This is a more dlfflC“lt course to pursue, and

it would requlre a considerable commltment in stafflng

and other resources, but we belleve that it's preferable

" to the alternative of alloWing‘the dlstrlbutlon-of .

unrellable safety equlpment

In these brief remarks, we will not attempt to

" deal with all of:the_important‘topics addressed_ln-the

meeting notice.
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- Most of these are the detalled procedural
matters of an ong01ng'program. The main p01nts that we

wish to emphasize today are'that we’believe that-the. -

r‘current program is very useful to us, that there should

be contlnue to be such a governmental program, and that
it should be strengthened to-assure the avallablllty 77'
of reliable resplratory protectlve equlpment. ' -
.Oné toplc, one other tOplC, that we feel is
rmoortant, ‘but was not addressed ln the notloe is the

need for-closer coordinatlon of the 1nterest of.the

' various governmental agenc1es that have respon51b111tles

1nroccupatlonal resplratory protectlon.--e

rTherneed for such coordlnatlonrhas heen reoog-
nized before, but no,formai mechanism has,yet_been
.eStablished to meet this need.

NIOSH’ planned revision of the testlng and
certlflcatlon program presents an opportunltyrto lnltlate
aotlon_to provlde such-a mechan;sm.

” One may to establish a'coordinating gronp.mdghtf_

be by agreement.between'the agencies'at'appropriate'

,management levels.

I would belleve they would be a pretty hlgh )

' management level w1th1n the agen01es. Thls approach has

proven to be effectlve in the test and cert;flcatlon
program for personnel radlatlon dose symmetry processors

A&L ASKXHAIES Inc.
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for which a group of this type Was_formed ahd shared'-

" by the NatiOnal'Bureau.of Standards.-

Whatever the form of the group, we belleve that

it would have a beneficial effect in enabllng the -

“testing and certifying agenCy ‘and the user agencies to

better understand:each other's need and to take'coordinated '

. action forrimproviné the quaiity of'ocoupational .

resplratory protectlon.'

We would like to work w1th NIOSH and other

: agencies'toward that goal, and for now, we thank'NIOSH '

-

'for thls opportunity to present our views.

- DR. MAY: Thank you, Jerry. Are there any

questions?

(No respohse.)-
Okay. The next.speaker in'the.program.is listed

as Thomas Ratliff from R&R Assoc1ates, but I was.

. informed a. short while ago that he would not. be maklng

a presentatron thls morning. That came to me out of

the blue.
"I was not informed by M.r Ratliff that he

had apparently not been able to make theprogram, s0

'what we're g01ng to do is Mr Kelley, Executlve Secretary

- of ACGIH who is on the program thlS afternoon at 4 55

has agreed to move hlS presentatlon fo*ward That

. will allow us to make use of this time and possibly end

ABL ASSOCIATES, Inc.



the program at a more civil tlme of the day, SO wlthout

any further ado, T' ll lntroduce Blll Kelley who- is.

'“Executlve Secretary of the Amerlcan Conference of

Governmental Industrlal Hyglenlsts in Clnc1nnatl...Blll?'

MR. KELLEY: ~ Thank you, John. I am Wlll:.am

j.D Kelley, Executlve Secretary of the Amerlcan Conference

of Governmental and Industrlal Hyglenlsts
"~ The ACGIH is a professronal soc1ety of occupa—

tlonal health and safety profe551onals employed by

_governmental units and un1versrt1es in thls country and

over 30 ‘other countrles.

Our sole goal is worker health protectlon. This

goal is achleved through the mechanlsms of any profeSSLOnal

;society.
_-We'are here today tolp05itiyely_contribute;to:
this NIOSH publlc meetlng. I have'been employed inz

'posrtlons in nuclear safety, radlologlcal health and

goccupatlonal health sance 1962 and for NIOSH and lts |

predecessor organlzatlon from 1967 through 1978. l
Durlng my employment at NIOSH I served as -

a531stant lelSlon dlrector for the DlVlSlOn of

’_‘Laboratorles and Crrterla Development wrth specrflc _

responsrbllltles for the coordlnatlon of the d1v1510n s

v
quality assurance fforts lncludlng the analytlcal

laboratorles at Clnc1nnat1 and Salt Lake City, the i

Mﬂ,Aﬁxﬁﬂﬂis Inc
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chemical reference laboratory .and the testing and

' certification laboratory.

I will not attempt to address the relative

merits of one,NIOHSH, or, two, NIOSH Mesa, or, three,

NIOSH in private laboratories, or, foUr,*thainduStry's

self-certification programs.
However, since 30. CFR, parthll"is‘only one of . .

a family of some 18 sets of regulations uSed in under-

cround coal mlnes, a. commonallty of approach and requlre—

\

. ments would seem to. have merlt for effectlve and efflclent

haalth'protection.
Would a testlng and certlflcatlon prograﬁ
w1thout MSHA be accepted by MSHA,,for lnstance, in the,
area of lnstruments used in gaseous coal m1nes°

I will attempt to focus onfthefelements of such

a program as outlined in the_féderal register notice of

;o
'

June 18 and the consultants' report.
Performance spécifications have been the
goal of the program for years with some considerable

sums of money'and effort,eipended in this area, for

'lnstance, 1n flt testlng panels.

Performance requlrements cannot be statlc, but

néither much they. be changed for reasons that w1ll not
‘make significant improvements .in worker health protection.

) Otherwise, resources which¢couldzbe,bettar used fox other

ABL ASSOCIATES, Inc.
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‘'worker health'prqtection activities will be suent on an

annual new model respirator repiacement program.
' Quality .control, no'evidence was presented in

the consultants' report or in the Federal Register notice

- to substantiate the statement, the detailed ln—depth review .

and approval of appllcants quallty control plans as
pr ently spec1f1ed ln 30 CFR- ll needs to be ellmlnated

'Elther from other 1nput here or from a NIOSH

follow-up investigation it will become clear that the

hpopulation of personal prdtective equipment and hazard

measuring instrument manufacturers will show a wide

'diversity df-experience,and ability:tb establish_aqurma;u'

unallty system

To assume that manufacturers can readlly 1mple—
ment a self—certificatlon program is fraught w1th dangertr

I am shocked that NIQSH is now EOnsidering a field audit_._“

'program.

Such an-off-the-shelf purchase program was

.-developed for NIOSH a number oféyears,ago by its eon—_

sultant, Mr Thomas A. Ratllff Jr.,h
The plan was based on work done by the Natlonal
highway Traffic Safety Admlnlstratlontr An'appllcatlon
1nvolv1ng detector tubes was first worked up. |
| Three rellablllty cost sampllng plans of the
same type were worked-up for the_SMrwhltecap and{twotn

ABL ASSOCIATES, Inc.



98

other representative types of respirators.

The basic approach was documented by Francis -

Armstrong of the NHTSA'in,the'ASQC transaction of

21972 in pages 225 to 236.

' Mr Ratllff made a formal lecture presentatlon

to the TCB staff and officials on the rellablllty cost

sampllng plans developed for NIOSH. .
I.would suggest that the TCB records be - studled
or. Mr Ratllff be asked to refresh NIOSH s memory.

NIOSH needs to dec1de what NIOSH role in the

'oersonal protectlve equlpment and hazard measurlng

instruments area.would best insure eorker health protectlon.'
It may well be that. NIOSH should assume the

role that equipmentrpurchasersrand users would exercise

if they_could‘aot together. | |

The generlc guidelines for quallty systems is

_a new standard developed under the ausplces of the

Amerlcan 8001ety for Quallty Control as ANSI/ASQC
Zl 15 1979

These. 3u1dellnes would be useful in settlng

- up any such system.- If it is NIOSH's intention that

the level~0f‘product quality is to be determined at |
the‘manufaetUrerls site,-then‘lt would be evocating

the proper use of AQL, acceptable quallty level sampllng
plans w1th approPrlate OC or operatlng characterlstlc

7AM;AS§XHKE5,Ino.



curves so that'the'proper protection-ror'inditidnai517
icts 15 present for the customer or ccnsumer.-
| | ANSI/ASQC Standard A2 1978 for term symbols,
definitions for acceptance sampllng-can be consulted;
;Approval tests.: I'm sorry, englneerlng draw1ngs

w1tn dlmen51onal tolerances.- If.a number of suppllers

- of personal protectlve equlpment ‘and hazard measurlng
Vlnstruments have great dlfflculty in developlng,and
implementing a quality assurance system, as my knowledge

 would indicate, is it really feasible_toaexpect'these“1_h

Same-people to prepare a detailed engineering desiqn,:
‘i.erg failcre mcde analysis for each.respirator subnitted 8
for approval. | o | ;

'- 1 fear that NIOSH would be tradlng in one set

of decllnlng headaches for a new set that would make

_ their former-problems mlnlscule;

Change to approve deV1ces. Thefintent of thisi

section to allow non-srgnlflcant changes in resplrators,

| withont mcdification of the certaflcates of approval

seems to counteract the intent of the duration of

' approval sectlon.

It would be most informative to hear the .
quantitative definition'of insignificant changes,
non-51gn1flcant changes and'51gnlflcant changes

The statement that 51gnlf1cant would be deflned

AHJASKEIKES,IMC.7
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as any change which'may.place:the performance,'et

: cetera,does not help, because may place ‘must then be

quantltatmvely deflned w1th a level of varlance of the
performance tests'lnvolved, 1ncluded,'et cetera.

Product quallty regulrements _ ItVWOuld'he

.most lnformatlve for thls meetlng to see the documents

or hear the ratlonale behlnd mov1ng away from the AQL

‘concept.-

" Has NIOSH through a quality control-expert-

*rr.ached these conclusions? The makeeup of'thefpanel
of consultants charged by NIOSH to review the testlng

and certlfﬂcatlon program is dlstlngulshed by the compe— e

tence of the members in thelr flelds of expertlse and

in belng w1thout credentlal in the field of product

quality assurance, per page 44 ofnthezr-report publlca--f”

+tion.

The dlscus51on on pages 17 and 18 in the
consultants report is not reassurlng. How many plant

quallty control audits have’ the consultants performed’I-

How much 1nput to thelr report came from people 7'

| knowledgeable in product quallty assurance? -I d llke

to follow up on the dlscu551on thlS morning in regards

to quallty control with a few comments, lf I may.

The flrst, a bromlde, if you w1ll, 1s that you E

* ABL ASSOCIATES, Inc.
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laws_of chance.

. all. thlngs conSLdered. ' f ; t _3 ‘ 1,l

number of matters.

,!‘

sampllng exerts more effectlve pressure for quallty
w.

_lmprovement than is pOSSlble w1th 100 percent lnspectlon._'

" A practlcal dlfflculty in dev151ng an ldeal

'sampllng plan is ‘that it is not p0551ble to change the

1

R

All lot by lot sampllng plans are certaln to
i

pass some of the lots contalnlng defectlve product if
T

_such product exlsts in many of the lots submltted for

ecceptance. , : L , . i
o 5

. mis fact needs to 'be faced by all who specify

and use acceptance sampling.' It follows‘that thelselection
‘or an acceptance sampllng plans requlres a dec1510n on

the rlsk that the user of the plan is w1111ng to face

s', ,
Thls 1s an economlc dec131on that depends on a '
. o
In lot by lot sampllng by’ attrlbutes 1the rlsk L

1

of acceptance of submltted lots contalnlng any stated
: : 1

‘percentage of defectlves are glven by the cperatlng

l'charac+erlst1c curve of the partlcular sampllng plan.-

: 1
It is, therefore, approprlate to give caleful

_conSLderatlon to the operating characterlstlcs curve

| .
in the selectiodn of a sampllng plan. -
4

Some deflnltlons, if you Wlll for the record.

© From ANSI/ASQC Standard A3 1978, in terms of %eneral

ABL}EEOCDUES Inc
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‘quality systems terminology,_one, quaiity; the

' that bear on its ability to satisfy'given needs.

‘ |
~ use of such’ techniques and activities,;'. -_,!

: requirements.

e e

totallty
]

I
]

Two, quality system, the collective plans,
activities and events that are provided to insure that
R - : . ' ' -

a product, process or service will meet given needs.

Three, guality assurance; all'those plans or
, o
systematlc actlons necessary to prov1de adequate

a )
con_ldence that a product will satlsfy glven needs.'

1ve

‘ of features and characteristics of a product Of service "

Four, quallty control the operatlonal technlques

. . I
‘and the activities whloh sustaln a quallty of a product
e - , o i R

' . ' I | : B S
“or a service that will satisfy given needs, also the '

Using‘this framework of-definitions, one might td

_ : : {
be drawn to the conclusion the NIOSH is respoﬂsible‘

for guality assurance,.and the manufacturers. are -

respons;ble for quallty control f.. o o

i

Quallty system audlt, a documented aCth1tY
i

performed to verify by examlnatlon'an evaluatlon_of A

: system are sultable and have been developed documented

_‘objective evidence that applicable.eiementslof'the quality

and effectlvely 1mplemented in aocordance w1th SPEleled

l
1
1

that quallty audlt ls nothlng more than a- handholdlng

| ABL ASSOCIATES Inc.

The n.:'onst:lltzzxn'ts,l report; in'pafticular, indicates,



10
11
12

13
14

N
1

operation.. In a related activity, in the MSHﬁ'quality :

A

‘assurance program out of about the last 901coﬁpanies

‘audited, 62 had grades of less than passing, that is
. ' ' - i

: o : : o ,
of 70 percent, and the average score of all 9q companies
audited, the.average score‘was 55 percent.' 1

A quallty audlt program 1s not necessarlly -
, S D
handholdlng operatlon C j“ _ _ 3f

The concern that has been expressed here, I thlnk
}

fgoes beyond guality assurance or’ quallty system into
© that area 0r rellablllty whlch lS deflned as the ablllty

of an ltem to perform a required functlon under stated

conditions for a stated,perlodwof time. As hasubeen_

l

pointed out by other speakers, this is an addéd,dimension'.-

beyond the current scope of the program;' {!
‘ : ‘ : -

- Witnessing of_appro#al tests, we,have'no comment.

;

. Unpublished test requirerdents. Unless_priority_isu'

~given to the publication of new tested and ,proven

and subjected to public scrutlny test requ;rements, lmproved
S :

- worker health protectlon w111 be serlously jeopardlzed

by freezing a State-of-the art technology and_stxﬁllng"

all innovation and research.

Testing of protOtype'respirators, no commeut.

‘Approval tests,.approval tests only on productlon samplesl

on 1n1t1al testlng may be counterproductlve 1 If a
manufacturer has to gear up a productlon llne buyrraW'

AEJA&KEUUES Inc..




_an approval.-

h_produot.

, could mlnlmlze risks and- cost to the worker. 1;

' by manufacturers of competltlve devrces. ]"

i
{

104
i :

i‘materlals and subassembly materlals in productlon~51ze

' lots, train productlon people, 1nspectors, et cetera,

to turn out a few dev1ces for approval the flnanc1al
rlsk will be greater Wthh w111 stlfle newver models

with lmproved worker health protectlon

' Such approval - should approval not be-granted,-
_ o ,

fthe'cost:will ultimately be borne_by the worker .in one

form or another. E
Even 1f approval is granted the worker will
: 1

"pay ror the plant, equipment and personnel costs of §

production capac1ty lylng idle awaltlng the recelpt of
- . - 1
!
i

Essentlally it w1ll be in the prlce of the ,

o
P

Perhaps, a ccntlngency approval pendlng the -

first productlon lot belng submltted for formal approval

]

Group testlng of resplrators, no comment.

User and maintenance manuals, some balance between the
i.

intent of . thlS sectlon and the 1ntent of the changes

},,
to approve devices sectlon must be achleved. ? ;

NIOSH systems manual, we agree. Publfcatlon
of test data, performance results reportlng by NIOSH

e

- will require consrderatlon of thelr advertlsrng value

-

Am,memcnurs Inc




‘they may be forced to do SO.

§

Toaa

"It would be hoped that insignificant;differences.
in certain performance tests will not leave p?rchasers

to less than optlmum buylng de0151ons.‘ : i,

Of course, NIOSH will be able to repllcate and

!
valldate any reported performance dlfferences‘because

R it ald

' The-consultants report, it'is'unfortunate that ;

_the obvious dedication and many hours of workiof the

consultants was negated to a great extent by the lack

*

of a prOfESSlOnal quallty assurance competence in the-'

The inconsistencies are exemplified by the

group. . o L -it_tc} 1

_statement on page 28. An industry of this sike-is-no‘ |

longer an lnfant, and does not requlre a551stance for
. i '

qualityrassurance,' R | SRR 1‘ i
Yet onnpage 21, thareportlstates{'"TPey must
also teach manufacturers how .to perform performance

criteria tests if the manufacturers desire such

" instruction." o R o

I would recommend that in sibsequent delibera-

tlons NIOSH should prOV1de some quallty control and

' input lnto the process to better reflect the approprlate

it s i,

role of quallty assurance.
Summary, ACGIH w1shes to work w1th WIOSH,'to _
strengthen and refine the testlng and-certlfrcation

ABL ASSOCIATES, Inc..




'program., It Wlll requlre a prlorlty of resources, both

. !
staff and money whlch heretofore have not been ev1dent

on a long—term ba51s. ;

We stand ready to assist in any way we can.'
. i

- Thank you. [ 'h_' S o

DR. MAY: Thank you yery much,'Bill;”'Are there

any questions'or comments for Bill?  .Jim, as much time

as you like. ;

MR POWERS " I'm Jim Powers. 'I'd like to refer_
'y -
1

to the fleld testlng comment you made ‘about that Tom

tliff submitted to NIOSH.“ -
, T i '
© It's true, he dld It came from the quallty

technology ——-from ASQC. When lt was submltted to NIOSH

‘ and taken at the minimum sampllng level that would be -

- f

'statlstlcally sxgnlflcant, it went beyond the entlre .

budget of the whole TCB, not only just the testlng

'program, the whole TCB, so how could they follow that

- program when there is a SLganlcant budget’ !

The main questlon that I would 11ke to dlrect

. to Elm, we sald earller that there would be a response

from this meetlng Is the response going to be enough
S

-_budget to operate the TCB program’ ‘; | _?

I doubt that we would be here today had that
TCB program been properly budgeted 1n1t1ally, and I
wonder if that's golng to be any dlfferent.

 ABL ASSOCIATES, Inc.




- West Vlrglnla is in the plannlng stage.

MR._KELLEY: I'1l defer to that. Maybe both d

Jim and I-will try to respond to that. It is my

[

and that the commitment would have beenrindtheiOPen now

: PRV

opinion that the answer is yes, there will be aqcommitment,,

oo ' : : : : i S
if we weren't faced with cutbacks in government spending,

: - _ P
hiring, et cetera, due to this economic situation we're
S . : { ,
, . ;i

Dr. Robbins has made a commitment to get the
. 1o :

- resources for this program. It is‘in_theAplanning

7stage, a,very 1arge'increase in staff for Morgantowng_.t

If they can conv1nce OMB and everybody else

i

‘that released those purse strings, yes, we will get

those resources.. . - . B

' Now,'if that'doesn't work,out,»there'aredthose'

'of us worklng both in the program and operatlng in the

f area of the edges of the program that will try to get

1nternal reorganlzatlon to get personnel assrgned to

‘Morgantown to enable us to carry on this new program.

y
il

Qut commltment is there, but it translates down

;g01ng to get those resources, but my posmtlon, at least,

is to make'the people that do allocate those resources
internally, make them aware of‘what'the conseguences

: S ! ,
are 1f they don't make the resources avallable."”,

ABL A&HXﬂAJES Ihc

"Vto sometlmes we- don t have the final say in whether we're




are they going to put out the money°

or somewhere else.

CLUB

They re faced with elther 'this or. that., As long
as they're aware oﬁ that, then we've done our job,tbut
, S . o ; -
our commitment is to get all the resources we heed to
C L . b

go on with the type of program we think is neCESsary in

Morgantown.- ;
S - R :
MR.. POWERS Well, referring to Bill's earlier.
i
i
comment about the lack of response from the prevaous

i 1 T
-eSSLOn, I think that the lack of response at that tlme

'was probably-not for the lack.of intention to respond.

. . o SR
You don't hold a three-day meeting anh have

thas many- people sit all day and llsten to rhetorlc because
i
they are not lndustry- i

The 1ndustry and the users and the government

alike has put in an awful lot of money andrpersonhel.sitting'

here right now, and yet every time,‘they’haveﬂone.of

"these meetings,‘everybody leaves the room withlgreat'

intentions and no-budget‘to do it{r' S
I hear what you 're saylng.‘ Yoﬁ haveigreat

'lntentlons, but I also know you don t determlne the money .

You know,’ the Department of Health, Educatlon=and Welfare,-

PR Sy

- DR. MAY: If I could answer the questlon, I

wouldn't be here‘today, Jim. I'd be_in the Whrte House: .

aI,think everyone has to‘appreoiate_the-fact I will -

ABL ASSOCIATES, Inc.




that whole effort.

i
not be held accountable for what happened in 1977 at

that three#day meeting.

No one in thls program necessarily llkes what

“might have followed up as a result of that,meet;ng. Tlmes

changes. This is 1980. This is not 1977. There were .
three firemen dead5in_Texas after 1977;_'

o R B
 There are a lot of things that have happened that

indicate this is not then.h'The environment has changed.

The time has come to do something with the program.

- - . S .
There was an atmosphere in 1977 where it was

. I3
R

'very'easy~probably fof'a lot of different reagons.just’

. to let that meetlng go by. . __7:' _ 'fi__

Actually that's not what really happened anyway.

A lot of work was put in to comlng upmthh some,new :

 ideas, but it was very easy to dispense in a way with

' _There were no fires consuming thehpragram. There

: ' ' ’ o e . S o i
was no great publicity outside. This is different. This 1s

: _ A R : : !
not going to go that way. BT . r

Now I'm not g01ng to stand-here and tell you that ;-
they re g01ng to release 75 new posltlons and§$50 million
for Morgantown, West Vlrglnla.. We re g01ng to try to get'”
those resources. Again, if we don t-get those resources,f_,;f
then those people that make those dec151ons kniow what

they're deallng w1th but the message I ve. made to Dr.

AMLAS&IHNEB,IhC,
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. o L " . TR
Robbins all along and from what I've heard in Morgantown

- is we don't want to continue to operate the program‘the'
_way it's been operating, so somehow, somewhere; there is

going to be a change in the program. R t,j

_Either we'll move it along the way we . want. or

" there will be some totally:different‘brogram; Put there.

is a commitment on Dr. Robbins' part to change that

orogram and to make it totally user. orlented so(that,.asu'

PRI

many people sald ‘this morning, they can rely Pn the NIOSH

MSEA or NIOSH certlflcatlon level, and that the equlpment 1
; B

has been sub]ected to meanlngful tests. B

If we can't. do that, then in my oplnlon, we

ought to get out of the bus1ness. o
-1

,Dr. Corn?
DR CORN I d. llke‘to make two clarlflcatlons,:
the first w1th respect to Mr. Kelley s detectlon of what
he thlnks is an 1ncon51stency which is not a-mlnor p01nt.

"Our group views'the role'of the government as-'

" one of cooperatlon w1th theprlvate sector ln thlS fleld.__'

- It is not our 1ntent to exacerbate what apparently are

i

some dlfflcult relatlonshlps. - S !_'>
o o i

I anythlng, we'd llke to see the relatlonshlps

- l
between government and manufacturer.lmproveu We think

‘that 1mprovement will come when roles are deflned It
1s our belleve that current manufacturers have the

ABLJ&EOCDHES Inc
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-and not to turn away;j ST ;' ;

" to draw in our report.’

A e W

financial capabiiiﬁy to hire fhe.ﬁaleﬁtand_bQild the
resoﬁrces_tha£ will permit tﬂem £o‘d$-testing§in
accordénce with govérnmehﬁhspecifiﬁatiqns. . §: :
However, thesétafé_detailed aﬁd_diffécuit'

tests which I can attest to having working with some of

these.

With the best offinténtions,_thére are going-

"to be opportunities fdr.working[oﬁt these protocols
o : ‘ . A

f

“together. We are saying if such requests comé”to_thé :

T&C branch, the proper role of government isﬂgo'assist '

The prbper:role of goﬁernment?is not, és we
observed, to have a staff mémber assigned to Q manu-

facturer as one was assigned to develop a quality control
program for the manufaéturer.
That we don't believe is‘prbper;_but
. T 1

could have. been available for consultation with a

that person'f

quality control counterpart on the'manufacturérfs -

L

facilities.
It's that type of distinction we wer? trying
DR;-MAY:. Any other questions or cOm@éﬁts?

: . ' - 1. -
CAPT..SHIRTZ:; I'm Captain John Shirtz. I'm

' the-staff‘bioenuironmental_engineef for: the United3_ 

States Air Force Space Division located in Los Angeles,

ABL ASSOCIATES, Inc.
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- and use decisions.

and to define'a_few_terms a bioehvirohmentai“ehgineer
is basicallf'an industrial-hygiene_engineer.ti?he '
Space Division is-respohsible.for the majorityiof
our SPace.program; SO we end‘up‘working with céemicals
such as most of the hydrozine:family, Erfna,-ihhibited
red nitricvfuming.acid, and nitrogen textroxidé.

There ﬁas one‘point yoﬁ broﬁght-op, sir,'aboot'
publication of_results, ano”I really would like to'

stress that_I really think that NIOSH should public

results of all certlflcatlon testlng.r ,

Did I get . the 1mpress1on that you were saylng
!

R
. that the publlcatlon of those results were unnecessar

MP -KELLEY: No, not at.dl. My statement ls'

'~ that it would be hoped that 1n51gn1flcant dlfferences

cin certaln performance tests will not lead purchasers

to less than optimum buying declslons-and'that,-of course,_

NIOSH will be able to replicate and validate any reported

- performance differences becaose'they may'be-forced,to

do so.

' We are not at all against reporting of results.

The reporting of_those_reSults should'aCCOmplish some--

thing other than just providing perhaps ad_tfertising

value which is not going to contribute to good purchasing--'

CAPT. SHIRTZ: I do .agree with that.j As you know, .
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-operatlonal envrronment.

?.,' 113
belng in the Ailr Force, most of our equlpment %s tested

by the Unlted States BAir Force. ' ﬁ-" 'o!

4

We will plck up NIOSH certlfled equlpment 1f

‘1t S necessary to stay in compllance with an NRC llcense,

however, in most cases, we do all of our own cartlflcatlon.'

We did run into a problem with a few air capsules

which were NIOSH certified to do a certain_job; however,'
1

- wWe found that those air capsules would not work w1th1n

i

" our env1ronment, and we ‘had a great deal of dlfflculty

.obtalnlng the test results as to how these air capsules

were tested, agalnst what chemical materlals and in what’

-

I really thlnk if we had been able to get that,' 

. we mlght have avoided somewhat of a flnanc1al loss.

DR. MAX: Any other questions for Bill?

- (No response.)

MR. KELLEY:, Thank,you, Johh.: __-'@

. DR. MAYEV Thank you very much. ,I'thihk Bill's.
presentatlon and the homework he dld 1nd1cates NIOSH‘
lost a Valuable man when he left us to go w1th ACGIH.

We re runnlng sllghtly ahead of ouxr program..Is.

) y i o
Chief McGary presently here?_ No. Okay. 'It's time toAx'

.try'to adapt then, and I haven t' dlscussed thls with

Blll earller, Blll Rev01r, but I was. wonderlng if he would 7'
have any ob]ectlon to maklng his presentatlon_now° He left?

. ABL ASSOCIATES, Inc.
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Okay. Is_thereanyone inlthe-audiencewhojwould l
;ﬁ like to.take.this opportunity to make a statement;'someone
B who has not presented anythlng in wrltlng or made such
i a request?. We certalnly want .to get as" nuch comment as.
_ we can. |
3 ' . : )
4 g . - You can come.up front if you'like; That would
--5 ' be fine. Why-don‘t you do that?:.- |
6 S ‘_7 MR. RYMERS:"My name is Steve Rymers;_rI am. )
7 ? o -ﬁreSLdent of Rymers Consultants which lS an englneerlng'
’ 8 | service house that among other thlngs we make ?reathlng'
..g o umachines and do-thlrd-party test work. 7‘. !h
10"- - ' Several years ago, I was the englneer}ng officer
ZM_'iz N - for the Vavy s Experlmental D1v1ng Unlt,-and as suchl I _':
13 B dld personally most of the approval testlng tth the Navy
i4 : did for underwater breathlng equlpment, and I have also
15 | wrltten most of the procedures that are still ln use.
16 o .: I have several comments.r I m ad llbblng thlsr'
17 off of some very, very short notes, so lf I stumble a
18 .llttle bit, please forglve—me;
B : The flrst area’ that It d like to talk aboutfis.
22 - that of performance testlng, and I would suggest-thatd
e ' the NIOSH people that are respon51ble for thls'take;
'23 . advantage of the- testlng procedures that have beenl
24 _worked out spec1f1cally by the Navy and also by the
-o2s .,- Air Force. |
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- The Navy puts underwater breathlng apparatus

115

through a test reglmen that makes what s in the current

issue of 30 CFR 11 look like,child's,play. - }"
. : 7 o

The procedures have been tried over séveral

‘thoﬁsands of hours, and they've gotten'them toiwhere

5

% ‘
they give qulte good and qu1te reproduc1ble results.

!
t

Spe01f1cally, the Navy has ltS procedures how

to where thelr machlne test predlcted duratlons on CO2

count stand up very well " to what you ‘get in actual use

whlch is, 1if you've: trled to do that, somewhat{of a neat

So I would suggest that the. NIOSH people contactif_

both the. people at the Experlmental Diving Unit and the

aoproprlate groups w1th1n the Alr Force and NASA that

have done thelr own lnhouse'testlng.

As far as the areas of unpublished test require- -

ments and-testing'to'prototype, respirators on the part’

 of NIOSH these are touchy areas, and as a general'ruie,'

' f
'unpubllshed and unoff1c1al test reports have .a way when

i

~done by a government'laboratory, have a way oﬁ puttlng

i
a government laboratory in competition w1th prlvate

bu51ness, and lf the avallablllty of unpubllshed testhg
or prototype testlng on the part of a qovernment labora—
tory becomes w1dely known in the lndustry, it makes it

very.difficult for someone in 1ndustry torconv1nce'a
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manufacturer that he ought to pay for. somethlng that 1f

‘he gives lt to the government and Walts a llttle whlle

he'll get done for free.
That may not be a problem in this industry. It

is in the d1v1ng business.

The last area that I would like to address is

the publication of'test data, and, again, I w111 1ndulge'

: o : S ;
and go back to some of my'Navy-experience..'Nivy test

: N R ) ) " i . ' ] .
reports on equlpments submitted for Navy approval, and

I mlght add that as far as lelng equlpment is concerned,

approval for Navy use is also the key -for apprOVal by

- use of almost all of the country s police and?flre :

departments.
There was a time when Navy test reports”Were |

classified FUOO,For Official Use Only, bdtcﬁe got s0 -

tired of*seeing our data appear in advertising, FUOQ or

- not, that we flnally came to the conclu51on that there

wasonly one way to do lt, and that was if a p ece of

-.apparatus was submitted - for official testlng,.the

results were publlshed, good, bad or 1nd1fferent;

I,thinkrthat.the passage of time there's f

" one ather factor that's involved, and that's the Freedom

of Information Act. As a-general'rule,rif somebody ’
wants a piece of information on hand by the government.
and they want it bad enough, they can get it,| so as far'

ABL ASSOCIATES, Inc.
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the results should be published, because they have an

- if they're*not public to Start with.

will be another possibly short presentation that is not -

 listed.on the program. )

‘'say, not to be presented, but Murray Jacobson stated = .

‘that he would be happy to read it into the recérd at ."

under or any dquestion along'those lines, you can do so.

T e T - R

-

N 'y 117
as NIOSH and the industry is concerned, I think it would

|

. be to everyone's benefit for NIOSH to do- two t?ings:

H

+
;
1

one, all the testing that NIOSH does should beﬁbfficial;

and, two, if'scmething is done for official teéting,,'
. - 1 -
. _ 1

~

unfortunate way of.becoming public by bitsiand pieces 

. There's a lot less heartburn.fdr-all‘concerned.

if the rules of the game are knoﬁn ahead of time. -

That's the end of the remarks I have at this p?int.f If -

someone has some questions, I'll be glad to answer them.
' ' : : S . : - A
DR, MAY: Any gquestions, comments? Okay. . There

The Mine Safety Health Administration submitted

a very brief letter to the institute this morning

representing part of their poéitién;_and it was, as I .

this time, so that if anyone has a gquestion regarding',.-'

MSHA's position or present policiesrthat'We;operate~

Murray Jacobson.
MR. JACOBSON: I'm Murray Jaccbson, Assistant
Director'for_Health,qTedhnicél'Stpport, MSHA. We have {

~
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present.

MSHA responsibilities.

- of personal protectlve equlpment._

; |
| . 118

the respon51b111ty at the present time for the;jOlnt

_approval under 30 CFR part 11 and arso 30 CFR’ part 74

_and the authorities for our own approvals for all other

devices that are approved for us in'underground mines. . .
' Ereseutly we have approxiﬁately'loo people working

at our approval and certification center at Damias Pike,

West Vlrglnlna, or try Adelphla, West Vlrglnla. '
! .

- . This is for a 51ngle 1ndustry, underg;ound coal

mining and those non coal minesrln Whlch there is gas

. g
I'm g01ng to read into the record a 1etter whlch

we prepared from. MSHA to NIOSH routed to our position of

In accordance with the Juneiig, 1980%noticer,,'

in the Federal Register, I am transmitting MSHA's comment -

. : . Lo s
_concerning the NIOSH role in the testlng and ﬁertlfylng

t

In the notlce you 1list four p0581ble alternatlves

. for restructuring the testlng and certlflcatlon program._

At thls early stage in the rev1ew process, MSHA cannot
totally support any of the alternatlves outllned

MSHA believes in an alternatlve whlch allows

'the contlnuatlon of the joint MSHA/NIOSH approval program :

for equipment’use'prlmarlly in mlnes and during mine
emergencYJOperatlons would assure greater effectlveness :

_ABL hSSOCIAJES Inc.




23
24

25

o | ! 119
and'oetter serve tne eafetv;and neaith.of'the %iners.'
Specafically,'we would want to continpe;the
.joint_apprOVal program for self—COntained breathing
'apparatus of the type ueed_in'mrnes'andbymin%rs aﬁd ~
a filter and selfeoontained selferescuer devioe§{
“Although MSHA favors a_program retaining joint

approval for the above~-specified equipment, we! agree that

. even under such a program, the administrative and test

procedures and criteria would need revision.

'We look forward to working ﬁith you in_this
effort In addltlon, over the next several months, we .

will be looklng at MSHA's role and the Jolnt apprQVal

- process in asse351ng the resources needed to malntaln a

v1ab1e jOlnt approval program for mlne emergency equlpment.

At thlS time, for all equlpment currently covered

,under 30 CFR part ll,_other than those specrfied above,

MSHA would not oppose a laboratory accredltatlon program

to test the equlpment, however, 1f thls alternative were

explored further, it would have to be bullt-ln mechanlsms

ewhlch would assure that, one, the laboratorleé would be

certlfled by NIOSH two, NIOSH would monitor the test,
and, three, only NIOSH could issue the flral epproval.
We share your ‘concern’ for developlng a program
whlch prov1des for more eff1c1ent testlng of resplratorj
protective equlpmentﬁl Towards that end as mentloned 2
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 NIOSH review.

_just had a couple of comments to say.

120

earlier, we are evaluating our resources and‘hépe'that
: : o ' . o !
: .. L o i
you do so also in an effort to assure that they are
_ . _ = * n
-1

-adequate to support whatever program is proposed.

I appreciate having had the opportunity to.

comment on this program at this early stage in|the

I“;long'with other'repreSenﬁatives_ofithis'
agency will be available to discussiyour proposal

farther.

in-addit;en, I wiLl.be_forwe:diné ou:lcommentsi

to you on the specific topics listea in the Feaerai'
Register very'shortly.'~Pleese do_nqp‘hesiﬁate;to'eall;.
Thenk you. .Anyfquestions?
) | DR. MAY: Thank you,Murray.-eNe commen£ Ana_
no queetiofs for Murray.? P
(End tape 2, side 2.)a_;l
DR. MAY: fNe'comment“and.hoquestionsAfo% :
Dr. Jacobson? We havevanothe? chmenﬁ fremthegfloor
priof tolproceeding with the-printedjprpgraﬁ.l”'

MR. FERGUSON- .My name is Jim Ferguson with

- Climax Mlllbdlnum (phonetlc), a DlVlSlOn of AMAX, and I

One is that of the alternatlves descrlbed in

the Federal Reglster, number three looks most desirable

to us, and I'm. not very. well versed in: the Underwrltlng
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are approprlate to the mlnlng lndustry

'worklng underground

- 121

Laboratorles approach towards testlng thelr equlpment,-

~ but’ 1t seems like such approach mlght be of value in

i

the testing of respiratory protective equlpment.

We think also there ought to be special procedures

- which will incorporate the erganamic coneiderationswhich'

We feel also that there ought to be some type of

-an.endurance_spec1f1catlon. We have had some problems

o

i

in the past with the respirator face pieces not holdihg

-up to the moldithat,they came out of, andrthe'}ack.of a

i

. . - ' i o
good fit caused'our reSplrator program a tremendous amount

of credlblllty Wlth the nearly 5000 workers that we have

x
-

Thank you.
DR. MAY: Thank you very much. Any-qﬁestions?_-
, o B I -
Okay. If not, we're pretty much on track, and according

to your prlnted program, the next speaker, thejlast

o i
. speaker before the lunch break was Chief Roger; A.

McGary, Flrst Vlce—Pre51dent of the Internatlonal Socrety

- of Fire Service Instructors; Takoma Park Volunteer Fire

Department., Chief McGary?

CHIEF McGARY: Good aftefncon. As he indicated,

7

:my name is Roger McGary,hFirst Vice-President of the

International Society of Fire Service,lnstrucﬂors

representing that,organiratioh at this meeting,j

| ABL ASSOCIATES, Inc,




o equlpment, in partlcular the - flreflghter.

until, an incident occurs.

_122:
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I'm employed by the Takoma Park'volunteerrl
Fire Department-and hate sbent-Qd-years'in the-fire-
service, 15-of those parailelling.industriai.fire.
protectlon pos1tlons, the last nine as flre Chlef and

flre protectlon englneer for Murk and Company Incorporated

in Rahway, New Jersey

Although representlng the soc1ety at thls

S ‘\ '
session, my comments reflect my personal observatlons,

and I'm sure some of those of my fellow society members. '

We in the Instructors Society have a vested .

, - _ I T
interest in the‘welfare'of those using respiratory“'
: _ ! -

Sl

In the last few years, we have rldded the number

of rlreflghters who have died in the llne of duty, in -

.partlcular with great alarm, those who have succumbed

wnlle wearlng breathlng apparatus.

Relatlonshlps between fleld malntenance and

that certlflcatlon process, ‘as completed by NIOSH, should

'have tles ‘that will help ellmlnate 1njur1es and fatalltles 3

:inthe fleld.

UnfortunatelY:,there,appearS-to be little .

preventive concerns from NIOSH until, and we emphasizee

We further recognize that you might be quick’

to state that maintenance and'training have failed, or -
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‘scenarios.

“organization runs.

for the breathlng apparatus fleld " o r_'

-maintenance program used by the user.

we'might have eliminated these injury_fatality producing'

'We as the predominant fire service organization

}

with an 1nterest in the tralnlng, 1nclud1ng malntenance,

wholeheartedly agree with you. There is a lack of tralnlng

-and maintenance in the freld, and that s one of our"

objectlves, that lS to 1mprove those areas by ray of
our semlnar series on breathlng apparatus and the likes

and;through'workshopsﬂpresented ‘at conferences thatrthls

My own expertise'iS'not in the certification
criteria. Therefore, it's difficult-to‘seconQ'guess the -
. v e
statements placed in the Federal Register annourncement. ..

We urge NIOSH to c0n51der those factors that

will help ellmlnate the potentlals for lnjury and fatallty ,

of - the users of resplratory protectlve dev1ces.

We as lnstructors wholeheartedly support the
concept of performance spec1f1catlons. We advocate

behaVLOral objectlves in tralnlng,_and in my oplnlon, the

'performance spec1f1catlon w1ll prov1de a 51m11ar concept

' We support the audltlng of equlpment in use,

but we cautlon that the audit must also con51der the

The resplratory equlpment, we have found will

ABL ASSOCIATES Inc.
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Is there‘a_testing field for him.

“the firefighter.
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- in most cases perform as spedified;_but'the key.factor,

will be the field maihtenance, and in many‘cases, poorly
i

‘T think the experience of fire service instructors

done if done at all.

in the field will'support that comment that wel find that

the resplratory protectlve equlpment used in ‘the fleld

_lacks malntalnance, extremely poor-malntenance programs

overall.. : y - .

In your comments related to testlng of prototype
respirators, I have some concerns in that area, nd that

belng for the manufacturer who develops a new process, -

one not presently used by a manufacturer, where does he

al

it in.

He may well have a product that could'revolutlonlze

‘_the breathlng apparatus field, but w1th a lack,of ablllty '

to introduce it to you for‘certlflcatlon or testlng, as -

~ a prototype, it may never reach the potential user.

1

: . N A
Further, we might ask what prOV151onsiarerbe1ng'

made to enable a manufacturer to develop a neﬁ concept.

As I noted a few minutes ago, I do not consider

myself the expert in the testing and. certification field,

but as an end user, T look at the ability to use the

s o N A . i ; o
equipment, maintain it and have optimum performance for

© ABL ASSOCIATES, Inc.




' apparatus to be used in the field. Thank you.

 registered, everyone who came.

Hopefully, whatever revisions are made to your 

- testing and éertificatioh‘procedures_will also: provide

the optimum in manufacturer's performance that willlbe |

reflected in the end users activities, and, therefore,

we of the'society'suppbrt those kind of performance

criterias that will better impr0Ve that breathing

DR. MAY: Thank you, Chief McGary. Are there

any questions, comments?

' Are there ény other individuals who would care
to make a statement that have not réquésted so to date?

- .

. . ] - .
_ _ i , _ oL I
Okay. . I have one very brief comment, and we're simply

going to break early for lunch. -

_That is that we are considering'taking all the

‘papers that have,been,presentéd at the meeting and

reproducing them and sending them to everydné-yho

- We would do that and mail them to you, and

reproducing them would mean we would do it guite o

rapidly. It would-ﬁot be months before you would get

the actual proCeedings of the meeting then. .

The copies have been given to us;"Tﬁn were
mentioned in the Register. They were for internal
distribution despite how it might have read or been

interprgted}rbut this #ay we can get all of youra'copy

ABL ASSOCIATES, Inc.
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" then .to provide some other comments.

of every paper that was presented and w1ll glve you a

chance'to look at some of the comments more thoroughly ‘
' ?
duringfa period of time. Hopefully we could get them
' i

out before the 30 days expired, You mlqht-have a chanoe'

Wlth that, we will adjourn for the mornlng, but

3
I would re—empha51ze please do not go Lnto the cafeteria -

2t this time.

Go outside,'enjoy the outdoors for the roughly

30 mlnutes untll you can use that facrllty or §ou re

free to go into Galthersburg to a restaurant of your :
chioce.
We ll rec0nvene at 23 15, I belleve 1t say.

(Whereupon, the meetlng adjourned for lunch )
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Good.

DR.-MAY: _Okay. 'Welcome back to the afternoon-
session.- Before I introduce the first speaker, there's
. - . . .

R _
one item to brlng to your attentlon. There‘s a possi~’

' blllty that somebody in the group lost a small green '

plastic coin purse.

The young lady outside the room has i't for you.

Okay. Our first speaker this afterncon is Frank

—

~ E. Wilcher, Jr;, Executive Director ofithe Industrial

Safety Equlpment Assoc1at10n.' Frank°
- MR WILCHER. ‘It 5. a pleasure for ‘the Industrlal
Safety Equipment.Association.to participate in thisipubllc

meeting which NIOSH:haE”convened’to_discuss the role of

|

,this agency in testing“and certifyiag personal protective .

equlpment and hazard measurlng lnstruments.

' I m Framk Wilcher, Executlve Dlrector of the-

Assoc1at10n.
. . . . i .
' A
_ Whlle I'm here today representlng our resplratory
proteotion group-whlch is made:up of-most of the United

States manufacturers of resplratory protectlon equlpment

:I should also pomnt out that ISEA ls .an a55001atlon of -

80 manufacturers representlng a broad spectrum of
industrlal safety equipment.
Ourx organlzatlon comprlslng 12 dlfferent product
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groups has been 1nterested in the role NIOSH plans to
take with'regard to testing and certificatlon of all

personal protective equipment.
I would also like to point out: at the?outset-

-that the Industrial Safety Equipment AsSociatipn for

the past five years has been urgirg NIOSH to adopt more

‘rmodern'performanoe standards and‘implement a oertificaf
tion. program for all personal protectlve equlpment.

In addltlon to urglng NIOSH in thls dlrectlon,-;i .

cur association has also gone onrrecord 1n.wr1t1ng

with the Occupational Safety’and Health Adminﬂstratfon
i

that we would be in favor of hav1ng OSHA makellt mandatory‘

_that in thelr regulatlons that personal protectlve equlp--:

ment be certified by NIOSH.

' For . one reason or another, NIOSH has not been

able to move forward in thlS dlrectlon, and therefore,_

we are gOLng to suggest today a different approach to

|

testlng and certlflcatlon of personal protectlve equlpment.;'

Certainly no issue is ‘more critical than the

protection of America‘s‘working-men and womenitrWe
: i

{

belleve an 1mportant part of accompllshlng thls objectlve,

is through an effectlve testing and certlflcatlon program'
based on reallstlc performance standards.'

However, because NIOSH through lack of fundlng

or for whatever reason has not been able to effectlvely _“

ABL ASSOCIATES,'Inc.
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"Federal Reglster notice 0of June 18, 1980.

.lssues Wthh have been ralsed by. the agency.

1ndustr1al pursults, mlnlng or publlc servrce. _

‘expand its testlng and certlflcatlalprogram at Morgan—

' town, we would llke to recommend today that NIOSH adopt |

a varlatlon of the fourth alternatlve llsted in the

The Industrlal Safety Equlpment Assoc1ation

feels that the users of resplratory protectlon equlpment
P

!

“and other personal protectlve equlpment in the long run
'are gorng to be better off if NIOSH concentrates ltS

'errorts in estab ishing recommended performance standards-

‘ano allows the 1ndustry to establlsh a certlflcatlon

3 Specrflcally, we recommend that a thlrd—party

certlrlcatLOn program using 1ndependent pr1Vate labora—‘
- tories be implemented for ‘the testlnq and certlfylng of

_ resplratory protectlve equlpment.'

We recommend that the performance standards

used by these¢ 1aborator1es be specrfled by NIOSH and.f
-u

fthat NIOSH contlnue ltS fleld audlt testing programs'

'whlch we w1ll comment on later as we address the speclflc

Both NIOSH and -ISEA have a commOn goal in our

;mutual de51re to prov1de the best p0551b1e on-the—job '

_ protectlon to American workers be they engagedrin

N

" The prov151ons of 30 CFR part ll were 1ssued w1th
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'exce551ve to the extreme.:

adequate and sultable research

t S 130

1

_thls goal in mind as far as resplratory protectlon i

dev1ces go, but unfortunately have not worked effectlvely-”
from the point of view of elther NIOSH or the manufacturers.'”
' The reasons are varied. At ‘the outset, it must
be recognlzed that the testlng and certlflcatlon procedures
|

were developed for underground mlnlng appllcatlons and -
consequently do-not adequately cover other comkon'
aopl1catlons of these types of dev1ces.

" As frequently is the case, government regulatlons,
the prOVlSlOnS are. too rlgld to be applred wrdely in a', |

cost eff1c1ent manner.’

In addltlon, we feel that NIOSH s testlng and
!

certlflcatlon branch has been hampered w1th constant

_tarnover of staff as well as lacklng persounel and suffl-

'Acient expertise in-the;field to handle_the,program .

effectively, fairly and in a'timely'manner._-

" ‘Delays in obtaining approvals on newidevices

7 - . I o o _
-and extensions of approval on modified devices is

he resources of NIOSH could be more effectivelv'

utlllzed if. the agency concentrates its activities on
{

;

the development of performance standards based on

. The actual certlflcatlon of lnvolved products
would be conducted by the 1ndustry 1tself band,on a

AHJASSXHKHE,Inc.




approved under the GXlStlng performance standards |

'sultable test crlterla whlch they would develop.

- Under a thlrd—party certlflcatlon program, NIOSH’

would develop performance standards that ares reallstrc
+

and as technologlcally advanced as the state of the art:

f

will.permlt.

To assure users that 1ndustry certlflcatlon of

-

;thls type of equlpment is valld, NIOSH would on a regulare

.basrs, purchase new off the—shelf random samples of

]

approved equlpment of each manufacturer and test thls
'--eculpment elther in thelr own lahoratory«or subcontract

:testlng to a quallfled laboratory.

' Durlng the tran51tlon from, the current certlflca—

tion'system‘to the one proposed today by ISEA, a dev1ce

»

'establlshed by NIOSH would continue to be approved untll

such. tlme as the appllcable performance standard was
revised.

Subsequent thereto, the 1nvolved products ‘would

have to be approve under the revrsed updated standard

'_w1th sultable grandfatherlng belng permltted for orderlyhh;
"fmanufacturlng transrtlon from One de51gn to another and )

‘for the contlnued use of approved equlpment ln the fleld'

for a reasonable tlme to relleve the economlc 1mpact to

. employers. - __-" ‘ ,'?h o | '}”

|
Testlng off—the—shelf equlpment by NIOSHlndlcates

- ABL.NsxxﬂAxEs Inc.



apollcable performance standards.,pl_

- 80~113. "f

L3g

a serlous def1c1ency 1nvolv1ng reasonable potentlal for .

“harm to the wearer, then sultable enforcement Fctlﬂn or -

i

approved revocation action would be taken in line with

|

the seriousness of the problem indicated foll&wing‘the

'pursuit of a fair appeals procedure;

-~ Buch a proéram WOuld relieve NIOSH ofithe responsi-

_blllty of the testlng and certlflcatlon and at the same .

alme enable the agency to assure the users. of such equ1p~

‘ment that it,Was fit for'use in terms of the current‘

We belleve a program of thls nature &ould be

- beneficial to the American.workers using personal.pro—”

tective equipment and‘haéard'measuring'instruments; would'f
be-beneficialrtoiNIOSH in theirroleof'assurinéthe .
Americanlworkers"safety in'the worh'place,and‘tofthe
manufacturer 1n-provad1ng rellable, flt for use.equlpmentr

" In llght of thlS proposal, whlch ISEA is’ maklng

today, we would like to respond to the 18 questlons from h‘f

. the consultants report entltled “Evaluatlon of the

NIOSH Certlflcatlﬁn PrOgram, DlVlSlon of Safety Research

S Testlng and Certlflcatlon Branch, NIOSH Publlcatlon Number-

 Number one, NIOSH should develOp performance

standards for HMI and PPE and ln d01ng 50 should cooperate‘_

: w1th ANSI and other groups of stature wrltlng voluntary

ABL NEKKIATES Inc
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-certificatlon program.:

standards., ISEA recommends that NIOSH s prlorlty for
i
}
the development of such crlterla be as follows. head
protection, hearlng protectlon, protectlve eye wear,

instruments, fall'protection, maChine_guards, emergency

eye wash and shower equipment and safety clothing.

Number two, as you know, lt is the preference

of ISEA that NIOSH restrlct ltS act1v1t1es +o| the

‘ development of performance standards for product
Lapproval and leave_the development of test crlterla to"

‘ cne Lndustry certlflcatlon program

However, should NIOSH de01de to contlnue in. the

_’testing and-certification'of PPE, we,favor_thelr;

publlshlng detalled test crlterla._

Some- tests currently in ex1stence should be

'ﬁ'retalned whlle others need to be . modlfled. If desmred,

we would be pleased to elaborate further on thlS

issue.
. i

o Number three, as explalned in our response to

questlon number two, we feel NIOSH should publlsh only

performance crlterla and leave the development of

' i
approprlate detalled performance tests to the lndustry

R R

Number four, recognLZLng the contrlbutlon of

.the voluntary standards development groups to technologlcal

process and the goals of the regulatory system, the Qffice

ABL ASSOCIATES Inc.



A.standards activities.' - Vr-"': . 1'

" formance standards which cannot be achieved by

present state of the-art.‘;-

will benefit.through NiOSH‘s'participation in

-standards development act1v1tles.

a just prlor to approval appllcatlon

-t a——

,of Management and;Budget'has‘endorsed active participatiOn

1

" by the federal government_agencies.in-voluntary concensus

I

-

This policy is clearly set forth in OMB Circular

All9. Beyond any question, NIOSH should participate on

. concensus standard making'committees. - "}'

Preferably as a votlng member, but at’least

. as a part1c1pat1ng guest. These commlttees are composed

¥

‘of menbers representlng government agenc1es, technologlcal

B

'jsoc1et1es, research 1nst1tutes, unrversrtles, labor

1

_-'organlzatlons -and trade assoc1atlons whlch offer a much
‘broader exXpertise in occupatlonal‘health and-sefety_than

what is available to NIOSH actingnalone.'

‘Clearly NIOSH cannot establish meaningful per—

the

The health and eefeﬁy'of-the American worker

S | b

Number flve, except for rare occasrons, NIOSH

b

.should not offer manufacturers on a fee. for serv1ce

.

"ba31s the testlng of deVLCes on a contlnulng ba51s or

In noc case should NIOSH approve or certlfy a-

devlce when belng tested on an lnformal ba51sf Number srx,

© ABL ASSOCTATES, Inc.
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-

VISEA favors NIOSH placrng the respon51b111ty for per—'

i E
formance testlng accordlng to NIOSH developed performance
.
| o
Nelther NIOSH nor OSHA need monitor ﬁanufacturer s

standards upon the manufacturer.

i

-adherence to performance tests protocol Proof of per-'f

il

formance should be determlned by the fleld audlt testlng

program. o R - f

f
Number seven, ISEA favors a NIOSH developed

ystem of random sampllng for the evaluatlon of certlfl-

fcatlon rellablllty.~ - *h*hjful f‘.i - ff,[!”"

'!

' We consrder this to be the essence of the fleld

"auclt testlng program, and lt should be based on : 1dent1calr,

!

,tests as are 1nvolved in the certlflcatlon procedure.

. _ | :
Inasmuch as the experlence of many manufacturers
i : .

.

t

i*ndicates, the tests conducted by NIOSH personnel at |

"the testrng and certlflcatlon branch in Morgantown have_

frequently been 1mproperly conducted or’ 1mproperly

'lnterpreted, e are opposed to the publlcatlon of any
test results from the fleld audlt testlng pr?gram until =
| fafter they have been conflrmed by consultatlfn w1th the-:

dmanufacturer and the lmplementatlon of effectlve

admlnlstratlve controls. '“‘Vg.' ,7; I }_

It is the posrtlon of ISEA that NIOSH test o

' results llke bar examlnatlon test results should be

announced onlv on a pass/fall ba51s. fi f-,l

AL ASSOCIATES Inc.




. tion. S S S

i R - L2

, T S 3 E - ' -
That statutory mandate of NIOSH does not
i

Aextend to the publlshlng of comparatlve test results.,

!

|
If a product meets the standard, it meets it, and if

it fails, it fails. - S o f £a.
: ' uE o
Our suggested procedures for handllng publlca-

tlon of test data appear ‘as Exhlblt 2 in our presenta—
;

g
i

.. Number elght,_lnasmuch as OSHA is 1n;the process'

~,

,or esrabllshlng a laboratory accredltatlon program, ISEA

‘be11eves lt would be preferable for NIOSH to contract g

g

for serv1ces as descrlbed 1n questlons six and. seven
N .

wrrh OSHA accredlted laboratorles rather than!undertake o

i

such accredltatlon themselves.

Number nine, recertlflcatlon of approved productsj

~should. be requlred only when a new or more strlngent -

performanoe standard is establlshed '@

There is no regulatory need for any tlme llmlt

on a oertlflcatlon of an approved product that contlnues
to meet the current performance standards. 7[*

When a new standard is establlshed, suitable

'Vgrandfathering must be provrded to permrt;an orderly

conversion both by users and the manufacturers.
S - _ . S :
'Number ten, as indicated in responsé.to question;
; ;
A, ISEA sees no need for NIOSH to certlfy prrvater

'laboratorles for L,he testlng of PPE lnasmuch as OSHA.

- ABL ASSOCIATES Inc.




-consumers. 'L _ ", e -i:“

_ . : 1
1s already well along in the development of a sultable

labnra+ory accredltatlon proqram.

Number ll, the manufacturers need'assistance

-in developlng suitable fa01llt1es for conductlng tests

[

- to achleve certlflcatlon under NIOSH's promulgated

performancerstandards. NIOSH should continue to offer
such assrstance. NIOSH should not contlnue tests for
nanuracturers in lleu of the manufacturers establlshlng
such facilities in thelr plants . ': o | | L

) Further, NIOSH should not evaluate the test
set-up in-manufacturers facrlltles._ Number %2, there'

should be no field 1nc1dent reportlng system because ‘the

‘use of unverlfled flEld 1nc1dent reports as aTba51s for

,alertlng the publlc is lrresponSLble.

See the Supreme Court oplnlon in Consumer

'Products Safety Comm;ssron versus GTE Sylvanra, Number

?

- 79~ 521, halting dlsclosure of unverlfled accrdent reports

_whrch would both lnjure manufacturers and mlslead

. o Y
. N . R N
umber 13 as we lndlcated'earller in ocur -

*response to questlon number seven, NIOSH,could undertake

to publlc1ze the results of tests randomly sampled from |

the marketplace prov1ded the follow1ng condltlons apply.

-A; that there has been flre consultatlon w1th ‘

the manufacturer and approprlate admlnlstratlve procedures,_ .

AL ASSDCI_ATES_, Inc.
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~including an appeallhave been foiiowed.

' Number 2 on this. - R -

be burdened with any change information. :l

- fitness for use of such products.

LaZ

'
- I_'
B; tests are conducted on similar préducts

of all manufacturers at the same time, and, C} thataohly,. .

_pass/fail results are published without any specific test’

- data or an attempt at ranking of products, NCR Exhibit

, » ,
Number 14, under the system of. thlrd%party
i

'certlflcatlon favored by ISEA, NIOSH would not be

.certlfylng_products, and, therefore, would not need to N

-Even under-a system,where NIOSH certifies; itl

;should requlre manufacturers to submlt changea to approved

products only where such changes materlally affect the"'

_Records relative to changesror:alterations

-not affecting-fitness-for'usershould'be'retaihed by

. the manufacturer for. a reasonable‘time.

Number 15 NIOSH should request stoptsale for

i
recall where a falr determlnatlon has establlshedfthat

f

the discovered defect or product de51gn is: elther

_crltlcal or major A as those terms are presently defined

i
ln 30 CFR part ll 41D, and the manufacturer r?fuses to
lmplement ltS own stop sale and recall program, or recall
program.‘

We have suggested a procedure for handllng defects

ABL ASSOCIAIES Inc




Covered. o "gf'ri R

T . :
_and departures from'approved‘designe and/or quality

B .
control plans that 1ncludes provxslon for a hearlng
where the manufacturer questlons ‘the need for & recall

and provides an opportunlty for an expedited appeal..

Rec151on of stop sale .and recall: should Qoceur

,,when'the recall_has ‘been completed and the manufacturer

‘has obtained an extension of approval'or has feturned to

|

the approved deSLgn or quallty control plan. i'

' Number 16, the publlc nctlflcatlon mechanlsm

tolhe implemented upon dlscovery.of defectlve deV1ces

o in the fleld should be SLmllar to that utlllzed by the ,‘]

|

'Food and Drug Admlnlstratlon as in 21 CFR part 7.50.

adapted to sult the dlfferent nature of the products

|

As part of cur comments Stlll to follow on the

NIOSH Federal Reglster proposal publlshed June 18, 1980,

‘we are prop051ng a speclflc voluntary recall procedure
'_based on the Food and Drug Admlnlstratlon 21 CFR part

_'7, subpart C Whlch 1ncludes an approprlate publlc

notlflcatlon mechanism. - ,'h,__"f:‘r'

Thls proposal lS attached as Appendlx A to
jExhlhit 1 of this presentatlon. Number 17, IEEA belleves'
that NIOSH should restrlct its. research effogts to the
development of reallstlc practlcal performande standards;'

and leave the research related to product development to

_KMJAQKEHHES,ImL_'
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(]

‘meet those standards to the manufacturers of ‘such

_equipment.h : ‘ o ';, L s

‘as . they occur.

" devices available to the American worker. . |

Number 18, ISEA believes that NIOSH should

, o o S - j ,
restrict its research role within its own laboiatories
or through contracts placed with outside laboratories

to the development of performance standards.:

The manufacturers of personal'protective equip-

. mernt have always developed products promptlf tb meetenew

performance standards or to meet new market applications -

1

‘There is no need whatsoever for NIOSH to become.

" involved in PrOdﬁCtrdevelopment in order to haye suitable

i

Now, that completes our response to thequestions
: : : f :

i s . - : - .i o
raised in the consultants',report. We appreciate the fact

that the»ISEA proposal for a third—party certﬁfication'

program is a substantlal departure from current NIOSH

‘th1nk1ng and thatltsassessment by the respectlve govern— -

ment agenc1es 1nvolved w1ll take a cons;derable amount of

- time.

. We recognize therefore in the interim NIOSH

is mostlikely to adopt its own'alternativeto‘these .

- recommendations or some variation thereof,'and accordingly

!

.what follows is the ISEA pOSltlon on the 14 issues on

Wthh comment was requested in the June 18 1980 Federal

AHJASKIIKES Inc.
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“indicated.

should be adequate.

-equipment.' _ '.—_ R | | o P

r
R

Register. Flrst of all, on performance specrflcatlons,

. ISEA concurs that the tests to be performed in' the

certmflcatlon process need to be replaced w1thitest

1

| spe01flcat10ns that are reallstlc and as technologlcally

advanced as the state of the art permlt.

ObVLously research by NIOSH to thls end is

o
Quallty control ISEA favors the elimination

of the procedure for NICSH approval and survelllance of

1

- ‘ouallty control plans as presently spec1f1ed 1n 30 CFR

rpart 11.

' Requirements that-the manufacturerrof such

equlpment certlfles that effectlve quallty control plan .

71s in place supplemented by contlnuous NIOSH fleld audltsrﬂ

However, NIOSH's fleld audit program should provrde
for only the testlng of unused equlpment, an% under no
{

circumstances Should'used equlpment be tested.:

No tests under thlS program should ﬁe'conducted-;

~‘en used equlpment, because there s no way to ascertaln

whether improper malntenance or abuse has damaged such

t_

Stop sale,_reoall and approval revocation resulting

'from the gield audit program should»follow an agreed—upon

"procedure as set forth in EXhlblt l of thls presentatlon

Mﬂ.NﬁDCDﬂES Inc




important'part of this presentation;‘,,f"

.today 'in 30 CFR part 1l 41D.

’ - Lxa

This procedure provides'the necessary‘due.

~ process in the determination of the need for s?ch

. _ S ‘ L SO
enforcement action and provides effective mechanisms

for the protectiqn of interests of the‘user, NIOSH and .

the manufacturer. - .. - R |
' |

The recall procedure in. Exhlblt l asiwe men-
!

©  tioned earller, is modeled after the Food and Drug

Pdmlnlstratlon program as set forth in 21 CFR 7 40C.

I would just like to take a minute. and read for

b

- the record what thls Exhlblt 1 is, because it's a very

Exhibit 1 on our presentation is entitled,

"procedure for Handling Defects or,Departures from the . . =

' Ppproved Designs and/or Quality Contrdl,Plansr"‘ A"the

_severlty of the defect or departure from the approved

deSLgn and/or quallty control plan w1ll be assessed by
. E

NIOSH and cla551f1ed by 1ts pqtentlal_effect on the user

* as either critical, major A,-major B or minor 'as defined
: or T 1 A€ :

: B; in the case of minor defects or departures,

‘no action will be taken by NIOSH prOVLded themanufacturer

P
updates the documentatlon on flle w1th NIOSH to reflect

the rev1510n or corrects the defect w1th1n 90 [days.

C, in_the caSe of major'B defects pr“departures,.

' no action will be taken by NIOSH provided the manufacturer -

ABL ASSOCIATES, Inc.




quallty control methods. . o

by the DlVlSlon of Safety Research staff

I - - Laa

- elther, one,. applles for and receives an extensron of

|

approval for the change to the affected product, or,
two, returns to the approved desmgn productlon and
| l_

D, . 'in the case of crltlcal or majoriA defects.
or departures;_a stop sale,'and,'when_approprlate,-a

,recall purSuant to Appendix‘A-which, once again, is the-ﬁ

food and Drug Admlnlstratlon procedure, pursuant to

"Aopendlx A of all affected products may be recommended

In the event that the manufacturer questlonS‘

: the need for a stop sale or a recall o} o questlons the

level of recall, the Dlrector of the DlVlSlon of Safety
1

V_Research will convene a hearlng on these issues. ~

The DSR staff and the manufacturer shall make'

wrltten and/or oral presentatlons in support of thelr
!

' respectlve p051tlons, the burden- belng on the DSR staff

x

-to prove its pos1t10n by a.. preponderance of theev1dence.,

‘on the basis of these presentatlonsj the

'dlrector of DSR wrll dec1de whether a stop sale, a recall

“or a partlcular level of recall will be requested. In

the event that the manufacturer lS not satlsfled w1th the .

dec1sron of the dlrector, the manufacturer may request

reconsmderatlon by the. dlrector of the 1nst1tute who

shall conflrm, modlfy or reverse the dlrector of the

ABL ASSOCIATES, Inc._ |



| ‘quallty control methods.

" more details on this proposal.

o L T
1

D1v1sron of Safety Research s dec151on. Stop sale and

recall requests will not be resc1nded untll such time

as the recallrprocedure has been,completed, and the
'mauufacturer has either, one, receiVed an extension of
approval for’the*tﬁange made toithe affected'p?oducts,

or, two, return to”the approved design production and

F, a proceedlng to w1thdraw certlflcatlon of
the affected products may be initiatedolf, oneg the -
J“.

manufacturer falls to comply w1th the stop sale request,

or, two, the manufacturer falls to use reasonable efforts--:J

? R
" to'implemena and complete the agreed-upon recall procedure.

Englneerlng drawings wmth dlmen51onal tolerances.'

unglneerlng draw1ngs with dlmenSLOnal tolerance should

"not be a condltlon of- appllcatlon for NIOSH approval.

! _
Rather-NIOSH should rely on the requ?rement for

'sound englneerlng design based on accepted sc1ent1f1c

pr1nc1ples, coustructlon of sultable materlais and ev1dence
of good workmanship. ’. |

Before ISEA can accept the potentlal reouireﬁent'_”
for a fallure mode analyses, NIOSH w1ll have to prov1de

1

Changes to approve dev1ces. TThe present program-

that any and all changes made to resplratory protectlve

b

devices must be submltted to and approved by FIOSH prlor :

“ABL ASSOCIAIES,.Inc;



~on July 1, 1980.

to being incorporated is,impractical. |

: Therefore, ISEA concurs completely that the
L

deV1ces.~

Wltnes51ng of approval tests.‘ Inasmuch as the

at Morgantown have frequently ‘been 1mproperly conducted

and lmproperly lnterpreted we belleve 1t is essentlal

1

- that menufacturers have the rlght to w1tness tests on

 their equlpment only. B '-f'i‘ - 'ft

i'

NIOSH agrees w1th thls p051t10n as reflected
: 1

fISEA‘recommends thaththis¢new policy be_more

_broadly'applicable and equitable as refiectedlln’our

Exhlblt 2 of this presentatlon.‘

S

Our Exhxblt 2 Whlch I'd llke to justicover
briefly is titled admlnlstratlve procedures, and thef_
purpose.of this is ;- of the procedure is to provrde
due process to companaes subject to 30 CFR ert ll-
who. w1sh to questlon NIOSH dec1$1ons onrthe gestlng of
resplrators for compllance w1th 30 CFR 11.

J
The scope covers thlS procedure applles to all

tests performed pursuant to 30 CFR ll for certlflcatlon

ABL_ASSOCIATES, Inc.
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' current proposal by NIOSH for handllng changes to approved

: experlence of many manufacturers lndlcates tests conducted

- by NIOSH personnel at the testlng and certlflcatlon branch |

" in their appeals procedure pollcy whlch was made effectlve



approvals, extension of*approval and field audits.

The procedure would work as follows, l'
- Number one, upon written request,,the applicant
seeking certification approval or an extension of

P_

: appro&al will be informed of-the-test date or+dates'

oertalnlng to the appllcant s equlpment.
i :
NIQOSH w1ll prov1de the appllcant wmth a mlnlmum
of flVE worklng days advanced notlce of the scheduled

test dates.

Two, the applicant Wlll be permltted to w1tness

the tests, but w1ll not be allowed to 1nterferew1th or

¥
. { .
Three, in the event the equlpment falls any '

otherwise interrupt.the tests.'

Atest, A, NIOSH will notlfy the appllcant orally lf he s

present at the test, or if not present at the test, andVV
in the case of an audlted company, orally by telephone,

and, B prov1ded that the appllcant or the audlted

company has test data whlch demonstrates that]the equlpment '

| .
tested has passed this test prevrously, NIOSHiat the

request of appllcant or the audlted company wzll retest
‘ %
this equlpment pursuant to these procedures.

Four, in the even the equlpment falls to pass_

_ i o
any test appllcant or the audlted company may;appeal the

. test results based on one or more of the followrng three g:

‘reasans: 'A, NIOSchonducted the wrong test; B, NIOSH

ABL ASSOCIATES, Inc.




- misinterpreted the test results._ 'iz

'-results. , -; _:l e e-‘"r_i?_'

148

- performed the rlght test 1ncorrectly, or, C, NIOSH

i
Lo

Number flve, a wrltten 1ntent to appeal must
: i

" be submltted to the dlrector, DlVlSlon of Safety

i
Research, within five'working days of receipt of the’

test results.éursuent.to paragreph-3A:abeve.

0 Documentslsuépotting the.appeel must:besub-
mitted to the director of the Divisioﬁ of Safétj
Research w1th1n ten days after the recelpt of‘the test

'

Number 6, when an eppeEI‘is_receivedi ther_f

&

director of DSR will designate a senior experienced =~

engineer er'SCientist_employed?by'the'Natiena;.Eufeau of

1
1

Standards to serve as an appeal arbiter. '
-An informal hearing will be held within seven

working days of receipt of the appeal documents. ‘The

V‘Lappeal‘arbiter will provide'the direetor, DSR}'with'e';

!

-wrltten ‘decision w1th1n five worklng days of the hearlng

The hearlng arblter will elther uphold the test -

_ * _ _
results, reverse the test results or order retestlng, and

elght except as prov1ded below, NIOSH shall not publlsh

|

or release any spec1f1c test data or nctlce of fallure

.concernlng any equlpment underg01ng tests for epproval,

extenSLOn of approval or field audit. testlng.'

i ,
For equlpment undergOLng fleld audlt testing,

o ABLAASSOCIAIES,_InC.




approval should contlnue in effect untll new performance

i

U AR T Y A

NIOSH-mayipubliSh or release a:notice of'failufe oniyA

after the appeals procedure is éxhausted or thg‘auditing

company doesdnot'appeal.- 3 — ‘ -l.
Such notice shall state only that the product
falled to meet the applicable performance standard. In

* .
no event shall NIOSH publish or release spec1f1c test

|

data on equlpment, whether passing or falllng or any

purported ranking of products based on suchutests.
Duration.of-approval. “As indicated earlier, an'
' : ¢

4 ‘
standards are 1mplemented at whlch time new. certlflcatlon

!

to thernew and hlgher standards should be requlred w1th

'happllcable grandfatherlng permltted to allow an orderly )

k
conversion by both manufacturers and users.

The contentlon by NIOSH that contlnuous approval,

' |
'quote, creates a conquLng and potentlally dangerous

'51tuatlon, end of quote, 1s w1thout any factual bas;s.

There 1s no regulatory need for any time llmlt

on a certiflcatlon of an approved product that continues ' .

[ .

- to meet the current performance standards. -i

Product quality reguirements. _ISEA belleves

|

- that because product quality 1evels'expressedi1n terms

of AQLs whlch are well establlshed, conversmor to a
percentage defectlve would be tlme consuming as well as-— .

(End tape)——requlrements should be permltted

ABL ASSOCIATES,  Inc.
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-. scerutiny. -

' and design service'forrmanufacturers,'

Rather NIOSH shou;d-only”rely onlteSt requirementSUI

~ that have been tested,'proven anddsubjeCted:toipubiicu

Testlng of prototype resplrato*s and approval

. tésts. ISEA feels that NIOSH should not be expected to

test prOtotype devices in a_de51gn stage,as-a ‘research .

: NIOSH should accept for testlng and approval :

. items the desagn of whlch has been flnallzed but some.

components of which may have been.run‘from temporary

‘tooling.subject to'later.confirmationgWith products,

run on productlon toollng.

1

Obv10usly, it is not practlcal for a manufacturer

- to buy expensrve toollng prior to ascertalnlng from. NIOSH _

that the device'as.designed'will“meet-their approval_'f”

. test requirements.

Group testlng of resplrators.,'iSEA protests7'
the group testlng of resplrators in that.lt will delay‘
the release to the market of new and 1mproved products _" .
whicn are readp‘for.tests and approval well in advance -
of the next de51gnated acceptance perlod.':

Further,igroup testlng will preclnde‘witnesses'
of_testswhich_is noted above,_ISEA con51ders to Bé' |
essentdal. | | |

User and malntenance manuals | ISEA agrees with _a
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 to NIOSH. | - R

" than on a pass/fail basms,

. _
b s

R | _ L S SR
the requirement that user and maintenance manuals be
submitted-with applications for approvalr Only major -
manual revisions and updates should require submission

. : ;

. 1L
It is desirabie that.NIOSH develop add'iSSue

guldellnes relative to the content of such maduals.
NIOSH systems manual; ISEA agrees fully that

NIOSH's suggestlon that lt develop a system mgnual

1

relative to the procedure for testlng and certlflcatlon
to lnterested partles on request. o
‘fThlS'system51manual should contaln complete

descrict*ons'of acceptable procedures for,'one,receiving,

notice of apprOVal tests; two,-witnessing'tests; three,

w1tne351ng retests of fallures on audlt testlng, four,

:' .
appeallng test "failures on an expedlted basms,.and, five,

,prohlbltlng publlcatlon or release of test - data other

.
:
As'preViously indicated, these administrative
procedures are set forth in our Exhibit 2.
Slmllarly falr procedures for handllng defects

. - ' % '
and departures from approved products and requestlng

-stop sales and recalls need to be’ included along the

llnes set fcrth in our EXhlblt 1.

We belleve that the FDA procedures for recalls

ABL ASSOCIAIES Inc.
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_for approval or extenSLons of approval.

-~ without prlor notlfrcatlon to manufacturers.

. as an indication ‘that a partlcular respirator

_approval test fees. A o : __,_,*

should be adopted in princip1e~by NIOSH and provisionf‘
{

| .
should be made to supply lnformatlon when requested by
i

-manufacturers relatlve to the status of thelr appllcatlons

Also to be lncludedJJ1thls manual 1s'the stlpula—

tion that test procedures andrvalues cannot be changed

j
“Once NIOSH has establlshed procedures; rules

and:policies via their syStems manual, all NIOSH personnel

| !
Publication of test data.r ISEA opposes the

I

should consrstently ablde by them.

_publlcatlon of any test data from approval tests except

i‘may have

Passed such test. - o :f o o
o S
ISEA. strongly belleves that the publlcatlon

of fallure test data- from approval tests for the purposes

of 1njur1ng a manufacturer 'S reputatlon as a means of -

|

"reachlng some lnternal NIOSH admlnlstratlve objectlve

i

is 1rrespon51ble and not worthy of further comment.

” An effectlue mechanlsm for assurrnd %etter

pre?appr0val submlsslon tests would be to 1ncrease

. I |
Experlence has shown that many tests conducted _

by NIOSH personnel have frequently been lmpréperly |

conducted and 1mproperly 1nterpreted, therefore,_no

- ABL ASSOCIATES Inc. -




rappeaIS'procedure.

.

;

publlc1ty should be 1ssued with regard to fleld audlt

LI 2

t -
tests performed except after prlor consultatlon with the

:
manufacturer and the exhaustion of an approprlate

_ ISEA relterates that 1t is strongly opposed to

the publlcatlon of any lnformatlon relative to fleld

audlt testings other. than pass/fall lnformatlon and that

- ne specific test data or-lnformatlon_relatlve to ranklng

be oubllshed by NIOSH. B _ . r_f.' l »
i . o ot
I
- We apprec1ate the opportunlty to part1c1pate

in this public meeting. We would like to summarlze by

che Amerlcan worker, the Department of Health and

'relteratlng that we feel 1t would be 1n the best lnterestf

Human Services and ISEA for NIOSH to abandon its presentir

role as the testlng and certlflcatlon agency for personal

1 B

protective equlpment and restrlct ltS act1v1t1es solely

to the development of the effectlve reallstlciperformance

i

I

responSLblllty to 1ndustry through a thlrd-party
S

certification program. :

Thank you very'much.r T might mention that I

'have extra copies of this presentationldp here_in the

front lf somebody would llke to have one. l_
¥

-standards leavmng the actual testlng and certlflcatlon B

'DR. MAY: Thank you very much,_Frank ,I‘m sure

there must be many questlons 1n the audlence after

' ABL NEKXIAIES Ihc.



‘the rulemaklng at that time. . . o 7 l

" associations.

. o } e B

Frank's presentation. A gentleman:here has a éuestion.
o ‘ S o
You're lettlng hlm off very easy.'lI'm sure we'll have

some questlons for him at a later date. Dr.'Opold?
DR..OPOLD:‘ I thlnk we agree with many things
‘ * _

that Frank has said and obv1ously dlsagree w1th some.'

As some of the previous speakers have -- feel 'the same

way. o R B

I thlnk obv1ously we haven t had a chance to

- review all the comments, but I thlnk a couple of questrons‘

: anesomewhat in order SO that the record can show a llttle

more of an explanatlon of some of your comments, Frank.
. ' k

Myflrst questlon would be you mentlon on- page
7 in the text anjway that OSHA is already well along
in the development of sultabkelaboratograccredltatlon

program, and I'd like. to have you explaln that a llttle

. I
bit lf you 're prepared to do SO. 1 o

»

E MR,’WILCHER: OSHA has had a laboratory accredlta- '

J i

tion program in effect since 1974. They went through
. _ b ,

: )

It was never fully lmplemented becahse of some_
objectionsithat.QSHA recelved from some lndustry trade
i

It's my understand that OSHA-now-li g01ng to
republish a revision to part l907.wh1ch is laboratory
accreditationr'and we‘ll be doing that in September of

 ABL ASSOCIATES, Inc. - - |
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 in 30 CFR part 11 properly and adequately. '

!
thls year._rf :_} o
| DR. OPOLD- 'Okay;'-Thennext Question.L nave‘is N
a comment.that_youmade several.times througho%t your |
presentation, and it had to do with'tests, ande'm not.r-
:

quotlng, lt s on page 11 and 14, somethlng to the effect

that tests were unproperly conducted by the test:.ng and

| certlflcatlon branch in Morgantown and also, I'thlnk,
. i

fitting w1th that lmproperly 1nterpreted. . t

i
1

. I have been a director of. DlVlSlon of Safety
' 4

Research for NIOSH approximately_two and a half years

~now, and I have to say in all'candor‘thatjit’s never been -

i .

‘brought to my attention at any time when we.had'Staff

performing tests improperly or misinterpreting.the-
results. - : R . _frrﬂ", i“

L

T think that there have been times when our

_ tests have not been as comprehensiVeuas some of the

manufacturers would llke to have had at. 1east, and I

would saythat we would llke to have carrled out, but ve

' dld, as far as I know, carry out the mandate that we had

I'd llke to have you explaln that a llttle blt

more, Frank. ' S -}

MR. WILCHER- T didn't come prepared, Jim; with
specific examples of where this has occurred,}however,
_ |
I can_give'you one.example. In 1976, NIOSH prrchased a-

ABL Assocmrss Inc. R
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discussion.

j..

I' .

' 'number of helmets in the fleld, and ran tests on them

helmets ‘failed the appllcable ANSI standard, and we

subsequently learned and NIOSH people have 1nd1cated

to us’ that one of the tests used as a bas15 for the
i

,report had to- do w1th flammablllty and was the wrong

test_and improperly conducted..'t - s:_[’;

That's one ekample I can'give you right now.
. . 1
DR;'OPOLD:' Okay. You're: reachlng back to

- 1976 whlch certalnly we have to accept. T thlnk that i‘

those tests on the head protectlve dev1ces, we- have had

. 0 7
“and 1ssued a report that lndlcated a. hlgh percentage of

our differences of oplnlon of what was a good;sc;entlflc“

test at that time, and I don't think we need to try and

i

resolve our differences on, that qnestiontat this point. .

I just ralsed the questlon for the record
The other polnt that I have 1s the tlme of

certlflcatlon, and I thlnk that thlS is an area whlch -

has been proposed. The perlod of certlflcatrpn has not_-
been in any way decided upon.

It's just an idea that we have come up with in

NIOSH, but I have this gquestion that seems to need some

!
That is, how do we update, if you wouhiuse

that, “the certlfled units ln the field, and I thlnk that.r

I .

we have a problem w1th new performance standards comlng :

AB_L ASSOCIATES, . Inc.




continue to be'certified and there's no need'for Co

periodic certlflcatron if the performance standards are = .

'do change a standard, and you haﬂethe problem of equlpment

" out there.‘

economic'issues right there, and you can work real

-

_1nto belng and vet havrng unlts ln the fleld, whether

they re resplrators or any type of personal protectlve
equlpment, that really have been outlined, and we have
a problem of how to deal w1th that situation.

Do we decertlfy those unlts in the f1e1d7 We

-.thought in our deliberations that perhaps there should be -

Sa perlod of. tlme for certlflcatlon and then wé re not

saying or not lndlcatlng that.there couldn t be a

recertification, if ‘there hasn't.been-new,performance

standards or there hasn't. been better ways of protecting
a worker in the work place.

I'd 1like to have you comment on that, Frank.

MR. WILCHER' We feel very stronqu that as

long as. the performance standards are not changed that

the product involved, the'certified product should

Stlll the same ex1st1ng performance standards
The other part of that questlon, as I understood

your questlon, what do you do w1th equlpment when you

' That becomes the difficult one. There's some .

hardshrps on the users.if there isn t,some reasonable

. ARL Assocmnss Inc.
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grandfatherlng of ex1st1ng equlpment. “You have to,come'e

up with some happy compromise, I would thlnk, where

you do change the standardsrfor products and hopefull-

_arrive at a grandfathering time frame that will not

work a severe hardship on the users and be reasonable -

from the- manufacturers standpoint also.
DR. OPOLD: That s all the questlons I have.
DR. MAY: - I have just one qulck one, Frank,

and 1t relates to your recommendatlon that NIOSH would

' develop a Derformance crlterla, ‘and that 1ndustry would

essentlally see that equlpment had to meet those crlterla -
before it would be so labeled, the 1abels meetlng
government specrflcatlons.

Do you enVlSlOn that that proéram would be

o .

done by laboratorles working as subcoutractors for the
lndustry, by lndustry S own laboratorles, by a scheme
involving all of that, or how do you enVlSIOn that
system operatlng, and how would you env151on the
governﬁent s seelng, in fact, that the. tests.uerelcon-'

ducted, say in the case of 1ndependent laboratorles-

conﬁucted by groups that had the proper equlpment and

the personnel, and 1ndeed were d01ng work of suff1c1ent

guality to indicate that the product would meet the .
requirements? How would you police that type of
situation?
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.MR. WILCHERi lWell.;firet of ali,'on the'
testlng, we would envision using laboratorles, as we'_
lndlcated, laboratorles that are accredlted by OSHA,
and these would be indeéendent outsiderlaboratories.
We further in our thlnklng on thle program,'
ee also envision using a qnallty assurance consultants,

elnher who are assoc1ated w1th the lndependent laboratorles

_or are outside consultants to-monltor the quallty
assurande progran of the nanufacturers that are particie

-'oatlng,-and as far as the flnal outcome; as far asfir
'monltorlng the products; if NIOSH. would contlnue to
.establlsh perrormance crlterla and the’ proof of the
'pu&ding wouid be the performance of the productS'that-'

'NIosa wculd field audit test.

. I can't see where NIOSH wouldn't necessarlly
have to know cr be- 1nvolved in the test set-ups of the
1ndlv1dual laboratorles._

DR. MAY.i Are there any other questlons for

Frank? -I'1ll have to chase you to the mlke, 1f you don t

mind._ You can come up here lf it's closer.-
CAPT: SHIRTZ:. Captain Shirtzagaln from the
Space-ﬁivision. ; | -
| " The only questlon I wanted to ask you, as you
were gorng over this procedure for handllng defects
or departures from de51gn; now, assumlng that there was

ABLJM%IﬁD“ES Inc




ALYy

- a true sample from certain manufacturers_or from certain

dlstrlbutlng outlets, and you get one or two dev1ces

and you test them, I assume thlS is the procedure that

you now use, is that correct.
Now, if these devices are found to be defectlve,'

you- have here a clause where you can then approach the

'dlrector of the DSR and dlscuss or argue the s1tuatlon
- ox present a rebuttal to that test result, and lf you‘
' are,not'satisfied with his decision, you can then_go to.

the director of the institute, is that correct? -

MR. WILCHER: Uh-huh.

;CAPT- SHIRTZ: Durihgthishtiﬁe-period,'and I
Would assuue ifit’s.anything like'other appeal proceduresh
I've seen, this could take nonths.~ | | |

What happens to the user’ .Hou dorI get the‘
nformatlon from NIOSH to reallze that I may have
defectlve units 1nlmy operatlons°

MR. WILCHER: The procedure here is you re
talklng about somethlng that's crltrcal or major A?

CAPT. SHIRTZ' I would assume so, yes. Well,
you have stressed the non-publlcatlon of data, not

announcing thatsomethlng is defectlve untll you Pnow

'absolutely sure that. it is defectiVe._

MR. WILCHER: Right.
CAPT. SHIRTZ: Would it not be wise to at least
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notlfy the users of the equlpment that that plece of

' equlpment is in questlon S0 that they themselves could

elther test 1t or remove them from service untll such '

© time that a determination has been made that that unlt is -

r is not defective..
MR, WILCHEh' I think“this.procedure,3if ?ou'
study it carefully, and also you have to bear in mind
the definitions whlch are not 1ncluded here, the deflni;hr
ions of what's a major defect, mawor A. major B, crltlcal
and mlnor, are g01ng to relate to that, but the procedures,-h
ba51cally what we're recommendlng here is the procedures

used by - the Food and Drug Admlnlstratlon,.and they ve‘

.worked effectlvely there in protectlng the health and

" safety of the consumer. -

CAPT. SHIRTZ: Well, those were the:procedureST-'

-that I was also referring to;. I guess to make it uery-'

bltnt, I dldn t want to flnd myself in a pOSltlon where'
a unit could be usang a suspect protectlve equlpment
while lawyers for the defense and the prosecutlon are

of £ battllng 1t away somewhere as to whether or not

'the tests were properly or lmproperly conducted.

MR. WILCHER- Well, this procedure is a matter

.of a fewfdays. It's not a'matterzof months. The

appeals procedure that's tied in with this too is a

Vmatter of ten days total time.
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CAPT. SHIRTZ: Okay,:_well, then that~answers B

‘my question.

. MR. WALTERS: Woody Walters, Minnesdta Fire-
fighters. An outside independent laboratory has done

considerable testing on breathing apparatus in fire-

jflghtlng in California whlch I'm sure you 're aware of
If we went from the results of that test, I'm

_sure you would rather that we went by the NIOSH report

on the same apparatus.

162

‘T think lt isn't so lmportant as who does thef:'

testlng, but what tests are they runnlng, and are they
runnlng the tests that 1ndlcate that that plece of

qulpment is usable in the occupatlon that 1t p sold

to, and that is not being done.

I don t care who does.’ 1t. ‘The test is'wrong.l

When the tests are done in our atmosphere, the unlt

fails.
DR. MAY: Any other comments for Mr. Wilcher?
Thank you,Frank. _"

MR. WILCHER- Thank you, Frank.

- DR. MAY: We re runnlng a llttle ahead of the .

program, but I don t thlnk any of us will regret ‘that.

The next speaker is John B. Moran who lS w1th-.

| Geomet Technologies Incorporated He is speaklng todayr

as a member of the NIOSH Mlne Health Research AdVLSory
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Committee; John?

_MR. MORAN: I_appreciate the'opportunitf'to
appear before.you today.to offer my views on the-imPOrtant

issue of testing and certification of respiratorf N

protective equipment.

I offer these views both-as a member of the

Mine Health Research Adv1sory Commlttee, a commlttee

'establlshed pursuant to the Federal Mine Safety and

Eealth Act of 1977.

It also contalns the statutory authorltf upon
which the NIOSH/MSHA re5p1rator certlflcatlon program
is based, and as an 1nd1v1dual w1th spec1f1c personal -
experlence in many of the prlmary segments whlch relate
to the subject of thls meetlng.

. My comments W1ll cover'four prlmary areas:

the adequacy of exlstlng certlflcatlon regulatlons

'embodled w1thln 30 CFR ll, the real world of resplratory
rprotectlve equ1pment appllcatlon and use,_general o

'_comments specific to the 1ssues outllned in the meetlng

notice published in. the Federal Reglster on June 18 of

.thlS year; ‘and, flnally, some recommendatlons whlch

'aNIOSH may'w1sh to con31der Whlch are beyond.those covered

in the Federal Register notice.

Pirst, .the 30 CFR 11 adequaéy.~ 30 CFR 1l as it

.exists today‘can_best politely be characterired as a
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many times repalred patched and . modlfled anthue Whlch : )
is totally inadequate toO meet today s needs. .

The direct result is and has been problems and _'

frustrationskror all involved, including the certifiers,.

+he manufacturers, the purchaser; the users and the

occupational health regulators;

- The often-heldrview that the oertifioation
urocess'is priﬁarily one uhich seeks to'serve ther
resplrator ‘manufacturing communrty is one whlch is under;

Standable when one recognlzes that the certlflcatlon

program is one which grew 1nto a regulatory program out o

of a voluntary process whlch began early in thls century

Most of theproblems with 30 CFR ll are a result

'or i slow transition from the voluntary certlflcatlon

process to a mandatory process. rather than there belng a

'clear, sharp tranSLtlon trlggered by major rev151ons to-

the old certlflcatlon and essentlally concensus procedures.,
A jOlnt NIOSH/OSHA/MSHA publlc hearlng 1n
November of '77 sought to address thlS lssue, and to.
seek.lnput and recommendatlons w1th regard to reVISlons
to 30 CFR 1ll.
Thousahds.of pages‘of testlmony were recelved.'
To review all those comments presented at that meetlng

today would requlre far too much time. It is sufflclentr'

- to say that substantlal lnformatlon regardlng the
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Lo - . LOD

-_1nadequac1es of 30 CFR 11 has been avallable to- NIOSH

_as a result of that and other meetlngs, and such has

-
2

resulted ln no discern;ble change'or 1mprovement in
30 CFR 11 to date. |
A few major examples regardlng 30. CFR 11
def1c1enc1es are, however, lmportant to know.. First,
test crlterla employed have no publlshed technlcal ba51s. -
| For example, asbestos certlflcatlons are"
routlnely 1ssued to manufacturers on the basis of.tests,-

not one of which inveolves exposure of the resplrator to B

fibers, andxrespirators are certifled‘for protectlon'against

pest1c1d=s, yet are mnever tested w1th any such product
Many snec1al tests are employed w1th the'

'certification process which have not had,publlcjreview"

Aand”for which the need and resulting potential for

design tradeeoffs'are unknown to the_user-and therccupa—
tlonal health regulatory communlty.

Thlrd, current quallty assurance plan approvals_ f

- are keyed not to a desrred overall product quallty goal,

but rather to.the size and sophlstlcatLOn of themmdLVLdual'

manufacturer resultlng in a W1de range of manufacturer

quallty achlevement.
Fourth the exten51on of approval process for
product changes is so i1l deflned and broadly 1nterpreted

that some manufacturers make lmportant changes in products :
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without testing and approval while others have dozens

of such extensions applicable to a single product.

Fifth, manufacturers must only'comply'with

minimum performance criteria. Results of certification

166

testlng are not publlshed and, indeed are not marketed.

Many trade-offs, often complex in nature, ‘are requlred

in the desrgn of any resplrator, as there is no beneflt

attrlbutable to superloﬁ performance, manufacturers seek

_nochlng but achlevement of mlnlmums

The real world .This meetlng, prev1ous publlc

- meeting and more formal hearlngs“regardrng'resplratorr"

and procedures for certification of respirators.

certifications have éontinued to focus upon the criteria - =

With the sole exception,of the nation's fire- o

T

£i ghters; I have-heard nothing'which addresses,that which_

in fact is the real 1ssue, the adequacy of resplratory
protectlve equipment and - the protection of the worker
who. requlres 1t. | | o .
_ As a consultant, hav;ng rev1ened the‘resplrator
programs of hundreds of’private coﬁpanles,ir can state '
‘ L ) ¢ o :

that I have not, with the'exceptiOn of the nation's'

very largest corporatlons, ever observed the proper

and adequate use of resplrators in an occupatlonal

setting.
Why, one must ask, is that eo?_rThere are a
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number of reasons, none of which seem ever: to be

addressed in meetings such as this one.

Respirator reality is, in my view, as follows.. -

Most employers in this country do not know what 20

CFR 1910 is, let elene sequirements within 1910.134.
| | Respiratb: salesmen traditidhallf‘deel with

purchasing agehts,_not iﬁdestriaL_hygienists'Qr;gccupatiqna

pﬁysiciansa‘ | |

Purchasing agents are'interestedsonly'in;place;

'Respirator salesmen are rewarded by sales volume, not.

- correct respirator sales.

Purchasing'egents; safety directors, industrial
hygienisﬁs endoceﬁpetiosal_pﬁysicians haﬁe ﬁe basis_etherf
than certification for respiratorselectibn,and.superier -

| 4 . 7 _ ,
performance is not marketed.

At least 909ercene of the nations empieyers i§f.
my view are ihcapable of-selectisg ﬁhe p#opes'respiretof
for the haéafd.. | | | | |

Such emp;ojers'do net heverexpesure data and'r
most,often do not knowrthe ekect_meterialte which‘ehei: k
employees.ere exposed.

They trust the resplrator selectlon process to

the local salesman who makes such selections in the

,absence.bf the needed data."

Employees. are poorly tralned in. regard to .
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_are’ often 1nadequate.
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'resplrator use, malntenance, et cetera. Improper use,

1mproper malntenance, 1mproper cartrldge change
frequen01es are the rule,-not the exceptlon,
All resplrators marketed to the lndustrlal

sector are not, as is often belleved,-certlfled by NIOSH

an& MSHA.-

Price, the salesmen, 30 CFR ll inadequacies are

the reasons for thls.' OSHA regulatlons, keyed as they

are to the use of protective equlpment as a last resort,- -

For example, the recent OSHA lead standard

fails to address the lssue of proper resplratory equlpment

Vseleotlon when leaded palnts are used in a spray flnlshlng

operation,'

I amsnggesting, Mr.'Chairﬁan,.that-thepproper
use of existing respiratorS'is an important'an,issue_as_
the issue of a better certlflcatlon program,'and

further that both NIOSH, OSHA and MSHA have responsxn'

‘bilities in both, matters whlch they should seek to_if

address.

Federal Reglster lssues w1th regard to the

- four offered vlable alternatlves, before address1ng o

the four alternatlves presented, it is 1mportant to
know that any of the alternates chosen would require
substantlal tlme, ea51ly in excess of a year, to

ABL ASSOCIATES, Inc.
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implement due to the r'eqﬁi'rement's of the Administrative

Procedures.Act.'

‘It is vital that a viable certification program

exists in the interim, an issue that does not appear to

have been addressed by NIOSH and Federal Register

notices.

: Spec1f1c to optlon one, optlon one appears to B

be the most eas1ly 1mplemented, as NIOSH has substantlal

under_the Mining Act.

L Optlon two offers substantlal-lmpedlments in
that ‘the statutory authorlty does not, so far as T am
aware, ex1st within HHS.

Further MSHA has resplrator.oertlflcatlon needs
also. How would these be met° This option appears to
suggest that NIOSH would more fully focus on OSHA needs

Clearly an lmportant one. whlch also offers the

opportunity to meet the flreflghters needs pursuant

to the plan revxsrons of the flre brlgade standards .

'lnrormatlon in hand and clear statutory authorlty ex1sts-'

Optlon three does not 1n my view offer a v1ahle

-option 1f prlvate laboratories are. permltted to in any

way act or appear to funct10n as certlflers.

: Certlflcatlons must, in. my 0p1nlon, be_issoed
by NIOSH Qr NIOSH/MSHA, NIOSH/MSHA/OSHA

ABLJ%EOCDUES Inc
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-ZOptionlfodr wOuld-appear.to be viable ohly -
if NIOSH establishedrand properly funded-an.extensi?e
audit program whlch was reguired to issue reports of
findings and had specific authorlty to 1ssue recall
notices,.impose fines, et'cetera['for non—compllance.-
Germane“to-all options,'of course, are the
performahce standards against which respirators would
Be tested. If little iﬁprotement over'the:existioc_ '
criterda'results,,little real change inrespirators:
will occur regardless of the option pursﬁed
' The primarily objectlve, therefore, should be
the performance standards, not the_method neCessar;iy
by which such would be enforced.‘" -- | |
g;;c:;:c to the lssues.ln the‘FR notlce,,-

quality control, I fully concur with'the NIOSH9051tion

on thls matter, but ‘suggest the: admlnlstratlve procedures'

be developed relative to the testing of ln—use resplrators.
which assures that the manufacturer becomes 1nvoived in .
a defect or flaw aoalysis process prlorlto stop sale.
recall or revocatlon procedures. | .

Englneerlng draw1ngs and dlmenSLOnal tolerances,'

- I concur w1th the NIOSH pOSlthn Changes to lmprove

devices, while I conCur w1th the 1ntent of the NIOSH -

-position on thlS lssue, past experlence suggests that a

lear, prec1se and fully understandable deflnltlon of

/
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changes which affect form, fit orufunCtion WOuld be an
absolute necessity;

" Witnessing of approval teste} I disagree with

" the NIOSH'position on this issue. For'any NIOSH certi-

fication program to be effective, it must be able to

stand the scrutiny of peers and'not be’ conducted behlnd

closed doors .
' Addltlonally, NIOSH could relatlve to th;s

lssue a551st the manufacturers in assurlng that thelr

test equlpment 13 equlvalent to that 1n the NIOSH reference '

,laboratory in both spe01f1catlon and performance through

the. development of more. detalled w1tnessmng procedures.

Duratlon of approval. Much of the problem noted- B

in the'NIOSH position on this issue relates to. exten51on
of apprOVals. -

Should NIOSH lssue a new approval numberchr.

any change 1nvolv1ng form ,flt or - functlon, the_duration

of approval issue would essentlally become a non—lssue.

Product quallty requlrements. Whlle I concur ;'

ith the NIOSH approach the APD spe01f1ed should be

carefully con51dered to reflect the potentlal for health '

lmpact to the user.

Unpubllshed test requlrements, 1 fully concur

_'with the.NIOSH p031tlon.

Testlng of prototype resplrators. I_generally

ABL Assocxmzs, Inc.



‘concur w1th the NIOSH pOSlthn w1th the exception that
I belleve NIOSH should dlscuss the results w1th the

applicant.

I agree that direct assistance shoﬁld not be

- provided, but NIOSH serves two purposes, the users

" needs and the development of-newsproducts in proﬁiding

technically baeed discussions with such applicants.
| Aﬁclosed ﬁiQSH certification environmeht will

serve to impedeArespirator development, and in the lon§
run result in the development of certlflcatron, technlcal
personnel and staff whlch are out of touch Wlth both the'
manufacturer s‘world and the user's world. B

erproval teete.- While-I.copcur‘with tﬁe basis .
behlnd the NIOSH p081t10n, I am not aware‘of major
dlscrepanCLes between prototype resplrators and productlon
respirators Which ‘could not be captured in the audlt-
procees; | |

ﬁerhaps’NIQSH sﬁoold‘consider ﬁodifying their -
poeition on thisriseue to require:that the‘manufacturer
eubmit hisroertification teet data'to_ﬂIOSH-onithe :
productlon product.

This would serve to. requlre the manufacturer
to conduct such testing.and would provmde‘hlm ;ncentlve
to correct any problem with a produotion product:whioh
developed prior to saler |
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Group testing._ Myfviews'expressed above in

 test witnessing precludes perhaps this option.  Manuals, .

I cOncur,with the NIOSH position on this issue., - NIOSH:

‘systems manual, while I fully concur with_end agfee that

- such is needed, issuance of changes to all recipients

appears to require attention.Q
Unless that issue is addressed; this important'ﬂ
document w111 be outdated llterally w1th1n months.

-Publlcatlon of test'data.f ThlS is perhaps in -

' my view the SLngle most 1mportant matter in the lnterest '

- of enhanc1ng effectLVe resplrator use, selectlon, purchase

and innovatlon.

-1 fuliy sﬁppOrt'the NIOSH”position‘and encourage

'NIOSH to develop e-diSSeminatioh mechanism that assures

that as many employers as possible receive this informa-

" tion.

, Futther, ﬁIOSH shouié ehcoﬁrege respirator
menufacturersto:empioy such detalinstheir_respective_r
sales aids brochures and advertisihci

Addlthnal tecommendatlons;-l recoﬁmend thet |

NIOSH consmder the follow1ng addltlonal matters ‘with

‘regard to resnlrator certification.

' Flrst, quantltatlve fit tested Manufacturers

" should be requlred to submit quantltatlve fit test

data based upon NIOSH spec1f1ed crlterla w1th each

ABL A&KIHAJES Inc.
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aéplication) .This'data wculd insﬁre-that each'respitatcr‘
certified meets or exceeds the ﬁinimcm'prctection~factor:
standards. | |

‘Such data should also, in ﬁy ﬁiew,.be-published
by NIOSH and shocld be an.additiohal-e?aLuation factor

1n the audit process.

Charcoal leakage, air purlfylng sorbant contalnlng'

respirator cartridge,'and, indeed, resin lmpregnated '
1'e_'i.»::s do have a partlculate leakagerr mlgratlon.'a
NIOSH should establlsh maxlmum 1eak rates keyed

to the'cartridge type and the-materlals‘contalned therein.

~Obvious categories include organic vapor, amines, acid

cases and carticulate filter felts.

Ccmpllance ‘with thlS crlterla should be a
requisite to certlflcatlon. Human use certlflcatlon.
Respirators are used by humans, and as a requlslte t0

proper function come 1nto close contact w1th the Skln

: and resplratory system. .

Requlslte to certlfacatlon shoald be.arstatement
by‘the manufacturer.that, at a.mlnlmum, pr;mary skln.
iﬁritancy tests.hase beenfperformed.and passed for all
ccmpcnents whlch contact the skin.

_ Further, materlal safety data sheets should be'

required as part of the appllcant s submlsSLOn for all

respirator materlals which cculd‘be inhaled, such as

ABL ASSOCIATES, Inc.
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electrostatic,felt'resfns. Electrostatic felts-1.0ver

'long_periods.of time under high humidity conditions,

such felts lose their charge, and as a result their

ablllty to filter particulate eff1c1ently.

NIOSH performance crlterla should consider

the requirement to meet speczal_mlnlmum penetratlon

performance criteria for such electrostatic felts when

-ested under dlscharged condltlons.x
'Information center. NIOSH mlght glve consadera—'li'
tlon to establlshlng a natlonal resplrator protectlve'

equlpment lnformatlon center whereby selectlon lnforma— )

tion could be prov1ded over the phone or in response to a

written request to employers and employees.'

At least, two major resplrator manufacturers,

at least offer at least a portlon of such a service at

the present time.g

Such an 1nformatlon center could be pub11c12ed

B by the requlred lnclu51on of an address and phone

number on_a‘resplrator approval_label,'thns assurlng"
wide'dissemination.' | |

This condludes my formal comments. !l'd'be |
pleased to respond_to'any questions which yon mightl
have. | 7 |

DR. MAY: Thank you, John. Before taking a'
question, I have one oomnent Ild like’to make'and;a question.'

ABL' ASSOCIATES, Inc.




The comment is that we are very concerned

- with the issue you raised about are respirators reallf'

doing the job they‘re intendedrfor-when they're'used in
industry;despite the best program that we mightddevelop
someday, are they reailf providing protection. Is the-
industryfs program for selectingfandfrequiring their use

very effective.

-That's one of the things'that Dr. Robbins for'one

is very concerned about today, and I thlnk the lnstltute

is probably gorng to get somewhat 1nvolved ln, and that

is a survey for want of a better term to 1ook at lndustry
‘and where there are supposedly good programs in force to -

actually see if, in fact, they are effectlve programs.

Are the workers belng protected by the dev1ces
they re u51ng° If some 'of the better lndustrles that

have good programs do. not, in fact, have upon examlnatlon _

. very effective programs, I-think that s a real possrblllty

'based on some rnformatLOn we haVe, then it doesn't say

much for all of the other very small lndustrles that have-
very little expertlse in the area of selectlon and use
and what their workers may be exposed to. .

My question - actually another comment and

-a questlon relates to your statement about an interim

program before a year or two or whatever it would take to
leglslatlve, say, a new plece, or go into new leglslatlon

| ABL ASSOCIATES, Inc.
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' 1f we pursued the avenue we're recommendlng. We did not

fail to address.that. We dld not llst it in the Federallu'.'

Register for obv1ous reasons.

_ for one, am not certaln what that 1nterlm

program’should look like, what we should do from say

today untll a new program comes - up

. I have some ideas. All of the people in the
program do.
My question would‘be since you raised that in .

your talk, I wonder 1f you might like to introduce in'.

“the record what you would recommend that the lnstltute

. do ln the lnterlm untll a new 1mproved*program can be

developed.

" MR. MORAN: I think the problem in trying-to

articulate an answer to that question hinges on the

choice of option.:
- In my v1ew, at this point in time with'regard
to respirators, I thlnk the pursult of an optlon whlch

resulted in development of - statutory authorlty under

HHS guldellnes or HHS overv1ew would be probably the

best approach.

That would requlre in my view substantlal tlme. .

However, I would offer the opportunlty to truly develop

new and focussed performance standards and would av01d .

the related syndrome we've been gorng through:ﬂn:the

: ABLJNKKEIﬂnﬁi Inc.
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last many_years of continuing repatch and reamend 30
CFR 11.

I thinkﬁdxthe‘interim‘one would be forced to

maintain the current existing certification program.

HOw one would do that partlcularly in the issue that

Frank. raised, as one got to 1mplementlng a new regulatory

'requlrement and how does one deal with what is out there

now, becomes a very lmportant and dlfflcult issue, and’

of course,_it's'one we've been deallng with w1th a. number
of. classifications of self—contalned breathlng apparatus,'
once 30 CFR 11 was picked up by NIOSH.

h We Stlll have that problem, and even when I was
in NIOSH we were having trouble deallng w;th that 1ssue,
so it is a complex'one. .

:I ve not spent a lot of timerthinking,about-hOW'

one mlght pursue that w1th all four optlons that you fve

'talked about, but I thlnk it is a crltlcal plece.

MR. FERGUSON._ I'm Ferguson, nd right now I m
just representlng myself not the company I‘m'trying

to get an 1dea of where you're comlng from as far as

- your remarks, do they prov;de technology only°

MR. MORAN: Geomet is prlmarlly an env1ronmental

" consulting firm. My_Comments do not COmehfrom-any

relationship with that corporatlon which-I just recently

r]Olned but prlmarlly are keyed to my prevlous experlence
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back in 1976 and '77 dlrectlng certlflcatlon programs

and in a consultlng role as a user of resplrators and

until qulte recently as an executive. w1th one of the'_

larger respirator manufacturers.

. MR. FERGUSON:' As part of my previous experience*'

- before g01ng to my present company, I mas in a field |

,where resplrators were used by a lot of small lndustrles,

and I d like to support your comment that resplrators
are belng lmproperly selected and probably not properly
malatalned or -even. utlllZEd- | |
Therefore, I thlnk 1t s very approprlate that

you brought up the subject of a proper selectlon, and
I thlnk that it may have been assumed that 0SHA and
MSHA'are going about'the task of assurlng that this - lS.- "
being done.,' | o

| I thlnk by the time they get to 1t,-1t nay have.r

been too late. The practlces may have been carrled out

for too long a perlod of tlme.

'd like to suggest to the commlttee that some

"~ kind of a. product program be made a part of the

certlflcatlon process._

Any company maklng protectlve equlpment offer

'some assurance that the equlpment w111 be followed up

'for ltS proper lntended use.. I know some companles w1th

other products, not personal protection, but ‘other prcducts,
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to make sure the customer gets the best value trom the
product. What do you think about thls°-

MR. MORAN-l Well,"inrgeneral I agreejwith You;
I thlnk we ought to pay, ln essence;_as much attentlon_.
to certifying and developing crlterla for resplrators
as werdo to the poor guy who's.got'to.wearohe.everyday;,

because my experience is, as yours would indicate, indi-

cates that that is in general today'a'very'unacceptable,-

. process.

DR. OPOLD: Jim Opold NIOSH. 1 have'one

question for you, Mr. Moran, and you may want to answer

it and you may not.

You stated that you felt. llke NIOSH, ln one

" of the optlons in dlscu551on, should 1ssue reports of

findings and our prev1ous speaker, Mr. Wllcher, sald

‘that yes, we should, but only the_pass/fall and that s

Would you care to cormment on that. for the
record?
MR. MORAN- My .concern focusses on the fact

that the primary people who purchase resplratory :

protectlve products have no crlterla whatsoever agalnst

~ which. to conduct a price performance evaluatlon.

Untll such time as NIOSH or everybody that -

tests and certlfles resplrators publlshes performance data,“
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that process will~ contlnue to be as lt is in- the past.

For those people in this room who have been

1nvolved in the actual research development .and produc—

tion of resplrators, yvou know as well -as I do that

Lol

you're 1nvolved with a number of very complex trade-offs

to achieve the various performance crlterla contalned_

within the standards.

There is srmply no. 1ncent1ve whatsoever to

develop a product that is superlor because of those

'trade-off crlterla.

It s my feellng that 1f thlS lnformatlon were

-made publlc that the resplrator manufacturers would,

fact, be forced ‘into marketlng it, “the result belng

‘that purchasers of such products would have addltlonal
;_criteria against Wthh to judge the quallty of that

Whlch they were purchasrng. o

MR,'LOMAS: Yes, I'm Don ‘Lomas. I would.like

- to know what type of performance requlrements that you,

feel should be publlshed.

“For lnstance, in a fllter eff1c1ency test,-

do you have any 1nformatlon on penetratlon requlrements E

on a hlgh effrcrency fllter, a mlnlmum “of 99. 97 percent

eff1c1ent ‘that would you relate any experlences that
you have or any facts you have that a 99. 98 percent
effmcment fllter is any better than 99 97 percent o
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 MR. MORAN:. Of course,;the answer to your

question réquires more than a simple discussion of -

the difference of a hundredth of a péercent in per-

formance-with regard to penetration of a'defined.

aerosol or partlculate.'

The nroblem,hlnges around the follow1ng.- If.
I can de51gn‘a product to comply w1th a 99 95 penetra-
+ion requzrement and do so at one—half the breathlng
resistance that‘s required in the'standard, that;ls,
in fact,pan important achievement;

Now, unfortuhatelyy part of the discussion with_,

,regard.to 30 CFR 1l revisions gets us 1nto the issue

-as to what breathlng reSLstance requlrements are; 1h
.'raot, approprlate and sultable and brlngs us back to the
'_p01nt-that w1th1n the various subparts of 30 CFR ll forh

‘ dlfferent types of products we have dlfferent breathlngj

resistances, and there appears-to,be llttle_technlcal C

.ratlonale for that

Clearly that's part of the revisioh‘process or

the performance criteria that needs to-be dealt with,

s

 The issue I'm gettlng at is that we need to providef

for the performance crlterla within 30 CFR 11 or

rev151ons or new procedures.

The technlcal ratlonale supports the answer to

© ABL Assocxmas Inc.
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your question. It does not now exlst 1n my v1ew.-

' _’MR LOMAS- - That was my polnt, and you answered

my questlon. I thlnk performance requlrements in a

revision of 30 CFR 11 have to become more relatable

to a'usage situatlon before publlcatlon of them can |

‘truly be meanlngful or helpful.

MR. MORAN: I fully agree w1th you.

DR OPOLDf I a llke to make a comment on the

wrtnessrng of tests in the laboratory. John Moran has"'

--_said_that he thinks that NIOSH should stand ‘the scrutlny L

of ltS peers.
We deflnltely agree w1th that and would advocatef’

that, and tha s what we want to do.: However, maybe it's.

an admlnlstratlve type of a problem

At the present time, manufacturers representa--
tlves w1tnessrng tests and in some ways when they see

thlngs -not happenlng the way 1t should, it! s very hard

ifor them not to re51st the temptatlon to'interfere,'and
'the proposal that was made was that we would conduct
or have more or less a workshop ‘at some tlme when all
 of the manufactnrers could cone 1nrand watness how we
led our bus:ness, not that we lntended rn any way - to -
"hiderbehind a curtain.or not‘to stand_the pressure of

'peer'reviewi

Maybe you have a comment,'maybe you don't on-
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that, John.
' MR MORAN, I thlnk your comments, Jlm,

clarify my thlnklng on this lssue, and if the 1nst1tute

' pursues its objectlves that openly, I thlnk a. lot of'

that issue Wlll go away .
- DR. OPOLD- I have one last thlng. 'Dr; May had--

mentioned this mornlng the workshop that is gorng to be

'held ln Morgantown the 9th, lOth and llth of September,

and I thlnk, John, thlS sort of adds to what you and the
other gentlemen were talklng about in that we need to

search out new ways of protectlng the worker from 1nhallng

toxic materlals, carc1nogens, whatever, and that s what

 that workshop is all about

I guess I'd just take half a second John, to

put a plug in for that.

The flrst day of that workshop is organlzed :
totally, we thlnk w1th what are some leadlng people in_‘

this country, to talk about the 1dea, where we need'to'

"go w1th resplratory protectlon, and I thlnk that we

would. encourage those of you who have 1deas to come*‘

" to that and let’ 1t be known where you thlnk this oughtn

to go.
" We all know that the worker frequently 1n
the coke oven env1ronment or whatever wears the

respirator arOund his neck, and that S no fault of the

ABL, ASSOCIATES, Ino._




23
24

25

185

'_manufacturers, no fault of the NIOSH oertlflcatlon

program at the present-tlme. We just thlnk there s a

big void here that the federal government,perhaps ought

to.be worklng in this area.

The first day of that workshop is entltled,

~

,Tnternatlonal Resplrator Research Workshop, and we will

h=ve some - lnternatlonal people there.

I know for sure we'll have people framEngland

- Aus ralla, France, Spaln, Germany for sure, and that is.

lelded into the followmng days a- SESSlon on air purlfylng

resplrators, the phy5101ogy and psychology of resplratory
‘use, and then the atmospherlc supplylng se551on, nd then_

flnally we haVe the quantltatlve resplratory prt session. .

I just wanted to explaln that.. As John—sald

-_earller this mornlng, there are coples of thls agenda,"
_and it! s a tentatlve agenda at thls tlme, avallable on'

the table;outside;'_Thank you.;»"'

‘DR. MAE:,'Any other questions for John Moran?

'Okay. Thank you very much, John. |

The last speaker for thls afternoon s presenta—-
tion 1s William H Rev01r, Chalrman of the ANST Ad Hoc

Respirator Test and Approval Subcommlttee, a group that s

" become actlve relatlvely recently w1th the purpose of
,prov1d1ng some assrstance to -the lnstltute, for one,

in thls effort of ours to rev1se the testlng and
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certifioation'proéram. Bill ;

'MR REVOIR: " Thank you, John.-LThe American'
National Standards Instltute has establlshed an ad-
hoc subcommittee of the lnstltute, theCommlttee_on
Respiratory Protection,'fOr'tnedpurpose of'reviewlng
the ourrent respirator test andﬁapprcval-program-and-
for the purpose of offering sucgestions'forthe improvenent
of thls program. | | |

| The membershlp of this ad hoc. subcommlttee has

been_limited to persons who have had‘considerable'-
experienceln.respiratory protection”andiwhojare'
recoqnlzed to have expertise‘inlrespiratory protection,.;

by industrial hygienists, safety engineers and other

professionals in occupational health and. safety.

' Members'of the ad hoc;SubcommitteeIare‘persons

employed by government agenc1es 1nvolved in occupatlonal
.'health and safety other than NIOSH and MSHA, research

ilnstltutlons engaged in resplrator research, consultants'

on resplratory protectlon, lndustrlal flrms which prov1de -
resplrators to workers and resplrator manufacturers.1

.The ad- hoc subcommittee has 22 members.'dSix

Eare_employed by governﬁent agencies."Three are_emploYed'

by research institutions. ~Five are-consultants;” Three
are employed by lndustrlal users of resplrators, and -
four are employed by resplrator manufacturers.

ABL Assocminzs, I_nc .
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On 18 June 1980, NIOSH published a notice in

the Federal Register which annouhced'a public hearing

to be held the 28th to 30th of July 1980 for the purpose

of discussion a resplrator test and approval program.

This notice stated that the issues and topxcs'
to be discussed at the public meeting-are'intended for'

use in the restructurlng the resplrator test and approval

‘orogram to lncrease the level of competence of resplrator

'users that approved_resplrators provide adeqoate protectlon.

Inasmuch as the discussion.subjects listed in

’ the hotice concern administrative'aspects'of a respirator

test and approval program, the recommendatlons which ‘I
shall present today on behalf of the ANST. Ad Hoc
Respirator Test and Approval.Subcommitteelshall he-
iimrted to administrative aspectsof;a respirator test
and approval program.-r |

The members of the ANST Ad Hoc Subcommlttee

deplore the very short tlme perlod of only flve weeks

from the date of the publlshed meetlng notlce untll the :'

" date of the start of the meetlng to permlt persons to

prepare‘for'part1c1patlon in thls meetlng

Thls short time period, espec1ally since it
occurs durlng the summer, has made 1t extremely dlfflcult
for an organlzatlon concerned with resplratory protectlon
to get its members together from all parts of the

ABL Assocm'rss, Inc.
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- country to develop a statement for presentation'atithe

meeting.

' Undoubtedly, if NIOSH had allowed more'time for'_”

persons to prepare for thlS meetrng, many more organlza—

‘tions than those llsted who are to- appear at thls meetlng

' would be part1c19at1ng.

ANSI Ad Hoc Subcommlttee utllrzed a comprehen51ve

questionnaire to- solicit the v1ewp01nts of members of '

;the subcommittee on the‘administratlve aspects_of'a

respirator test and approval program. -

The subcommlttee held a meetlng yesterday at

'_whlch tlme the answers to the questlonnalre were rev1ewed”

-an analyzed and a concensus of oplnlon of the members of -

“the subcommlttee was agreed upon.'

While some members of the subcommlttee may
dlsagree w1th some of the recommendatlons, the follow;ng
statements whlch I shall - (end tape) - and resplrator

test procedures for approval testrng of resplrators and

dgrantlng of resplrator apprOVals._'

NIOSH alone should be glven the respon31b111ty

and authorlty for establlshlng resplrator performance

crlterla and resplrator test procedures, however, the

",governmental resplrator test and approval regulatlon

should 1nclude provrslon for the establlshment of a-

Vgovernment steerlng committee made up of members from

L]
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government agenc1es concerned w1th resplratory protectlon'

which would develop pollcy for the resplrator test and '

approval program and whlch would oversee the operatlon

- of this program.

ThlS government steerlng commlttee should make '

. use of respirator experts 1n the prlvate sector for

" advice.

NIOSH alone should be glven the authorlty

. for grantlng of approvals for resplrators Whlch are
'tested and found to meet the performance crlterra,_however,_

-certarn mine safety and health statutes requlre that

MSHA jOlntly with NIOSH grant approvals for resprrators
for use in miningoperatlons; | |

Second item. Modlflcatlon of approved resplrators.
The'respirator test and.approval program should requlre“ |
a resplrator manufacturer to obtaln a‘new approval foxr-
any modlflcatlon in an: approved resplrator that affects'
form, flt or functlon of the resplrator, ‘and the manu- -
facturer would not be allowed to market the resplrator p

contalnlng this type of modlflcatlon until NIOSH grants

. the manufacturer a new approval.

The de51gnatlon number of the new approval-

would be different from the old desrgnatlon number

- for the prevrous approval. ThlS system would prevent

NIQSH, any government agency hav1ng respon51b111ty for

ABL ASSOCIATES,VInc,l .
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 the health and llfe of workers, employers who- purchase

resplrators and employees who must wear resplrators‘

to dlfferentlate between approved resplrators of a

specific make and model prior to the modlflcatlon and

I
after the modlflcatlons.'

The resplrator test and approval program should

'permlt a resplrator manufacturer to manufacture and

market an approved resplrator contalnlng a modlflcatlon

that does not affect form, fit or functlon of the

respirator without having the manufacturer,obtaln a new

: approval for the resplrator.

However, the manufacturer would be requlred to :'
notlfy NIOSH of thls type of modlflcatlon.

The next item is product documentatlon.'fihe
resplrator test and approval document should requlre that '.

the resplrator manufacturer submit coples of product _

,documentatlon which means bllls of materlals, draw1ngs,

spec1f1catlons.

Two NIOSH for each resplrator to be tested
for approval, NIOSH should not be requlred to rev1ew
andrapprove the copies of product documentatlon, but
should be allowed to flle these coples for reference
whenever tests.or eXamlnatlons of spec1mens of approved__"

resplrators obtalned from the fleld 1ndlcate that a

- performance problem may ex15t.

ABL ASSOCIAIES Inc.’




The next item is quality control. The

respirator test and approval document should list

detailed requirements'for a quaiitylcontrol progran o
to be carrled out by resplrator manufacturers.r
However, a- resplrator manufacturer should
not be requlred to submlt coples of detalled quallty
control plans for each resplrator to be tested for |
aooroval by NIOSH.
Instead a resplrator manufacturer should be

requlred to certlfy to NIOSH that an effectrve qualrty

121

control program which meets the requlrements llsted in

the resplrator test and approval document w1ll be 1mp1ee

mented for the resplrator submltted for testlnq and
aporoval when said resplrator is manufactured and d

marketed,

De51gn analysrs. NIOSH has‘indicated that a =~

resplrator manufacturer should be requlred to prepare
a detalled englneerlng desrgn analysrs for each resplrator

'submltted for apprOVal in tests,rand that the analysrs

would not have to be submltted to NIOSH when the.

‘mitted to NIOSH if testlng for apprOVal or testlng of'r
'resplrators obtalned from the fleld indicate that. the

'resplrator may have desrgn problems.

The ANSI Ad Hoc Resplrator Test and Approvall,]
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Subcommittee feels that it's unable to comﬁent on this

matter;.because NIOSH has not provided-adequate'informa- _

tion on what an engineering design analysis should’
consist of, - <
Resplrator spec1mens for approval testlng.

NIOSH should be permltted to test for approval spec1mens

' of a respirator contalnlng materlals wh;ch w111 be used

in the approved resplrator to be marketed but manufactured
with prototype toollng.

However, the approval for the resplrator w1ll

"not be granted by NIOSH untll NIOSH has examlned speCLmens

of the resplrator made with the use. of productlon tools,

production methods and production personnel, aﬁdtthls

" examination determlnes that there is no need for the

testang of specimens of the resplrator.manufactured w1th
these productlon.ltems._'

Howeuer,if this _examinationindicates that
testing of specinens ot’the respitator:made withlpro;'
duction tools, productlon methods and productlon personnel
should- be carried out the NIOSH should not grant the |
approval until such”testing has been carrled out and
the tested specimens are found'tO'meet:the performance_r
oriteria; \

Serv1ce of testing prototypes _ NIOSH'should

be permltted to prov1de a serv1ce to resplrator

AH;A&KELHES Inc




' manufacturers which involved the testing of specimens .

of prototype respirators to determine lf the designs
of prototype resplrators have potentlal to result in
production.specrmens of resp;rators.whlch would meet
the appropriate performance criteria;' |

However, NIOSH would only test spec1mens of

"such a prototype respirator prov1ded that the manufacturer"'

SmeltS test data to NIOSH Whlch lndlcates that the
prototype resplrator may have potent1a1 to result in

productlon spec1mens Whlch would meet the approprlate '

'perrormance crlterla, and prov1ded that the manufacturer

pays fees to NIOSH to cover the cost of testlng and

~ provided. that thlS testlng does not delay approval testlng._'

A551stance to resplrator'manufacturers ln
establlshlng test equlpment and/or test procedures._'NIOSH,
should assrst a resplrator manufacturer in establlshlng

satlsﬁactory test equlpment and/or satlsfactory test :

- procedures by prov1d1ng the manufacturer w1th coples of

Vketches and englneerlng draw1ngs of test eoulpment,
coples of callbratlon procedures for test equlpuent
and/or coples of detalled procedures for carrylng cut
tests;- | |

- When necessary, NiOSH'should provide,the,manu—

'facturer with demonstratlons of . the operatlon and/or

callbratlon of the test equlpment and/or demonstratlon
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- of the test procedures..

Duratron of approval. .fhe durationiof an
approval for a resplrator granted by NIOSH would not.
extend . beyond the time when new performance criteria
for the partlcular type of resplrator becomes effectrve.'

At this time, the resplrator manufacturer

-vwould be requlred to submlt the resplrator to NIOSH
. for approval under the prov151ons of the new performance

: criterla.

Witnessing of approval.testing. 'NIOSH should

allow a respirator manufacturer to have a representative

present to witness the testing ofdadrespiratoszubmitteda

for apprOVal.'r

Appeals procedure. The respiratorftest and

approval program should lnclude prov151ons for an appeals

,procedure which would permit a'respirator.manufacturer"'

- to appeal a dec151on made by NIOSH.‘

Appeals would lnclude a dec1510n by’NIOSH not _

to accept an'application from a-manufacturer for testlng‘_,

.:and approv1ng a resplrator,ra dec151on by NIOSH not to

approve a resplrator after 1t has been_aested, a dis-

agreement by the manufacturer that testlng by NIOSH

-was performed properly, a dleagreement by the manufacturer

that NIOSH has 1nterpreted test results properly and
othex dlsagreements between manufacturers and NIOSH
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The appeals procedure WOuld'cover“matters

' concernlng apprOVlng of resplrators, the audltlng of

approved resplrators obtained from the fleld and stop

sale recall requeets.

- Arbitration-of'an-appealtwould belcarried out -
by a panei-of.senior experiencedtscientiets and enoineers.
An arbitrator cou;d be a person emplogea.by ﬁIbSﬂ in,a |

division not involved 1in testing and- approving respirators,

Loa person employed by another-government agency;'or'a-

'perSon,employed.in the pri&ate,Sector.-

Fieldaﬁdit;NIOSHshall_oarry out‘a oontinuing_ﬁ_
Afieldtaudit.of approved_respirators:incﬁne marketplace
and.in.the ﬁork place.u | -

NIOSH Qill procure.specimena.of'bothnnused
and nsed,respirators from tnermarketplaoe and_tne work?
place;_ |

-"NIOSleill'examine and test the epecimens to"

determine if they meet'appropriate'performance-criteria.,-

If spec1mens of an approved resplrator fall to meet
approprlate performance orlterla, NIOSH w1ll attempt
to determlne the causes:xfthe fallure.
The results of the fleld audlt wlll be reported"'
¥ :

to the respirator manufacturer by NIOSH ;f the speclmens

of the approved respirators fail'to meet the appropriate

.performance crlterla and also 1f the spec1mens of the
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'approved7respirators meet the1appropriateiperforﬁanoe 'i 'fi
oriteria.," | o | |

Time-for testing respirators._'ﬁIOSH shail o
carry out tests oh'particularrespirators.ih_the-order'
that they are submitted to.NIoSHby reSpirator'manu- |
facturers._n | B

Investigation of reports'of alleged failure

of approved respirators to provide proper protection in

~ the field NIOSH will investigate a report reoeived

from the field that an approved respirator may not prov1de

_adequate protection.

NIOSH Wlll notify the manufacturer immediately

that such an investigation is to be carried out.; NIOSH '

*

will report the results of the 1nvestigation to the ﬂ'

- party that notified NIOSH of the p0531b1e failure of

the approved respirator and will also report the results

of the 1nvestigation to the respirator manufacturer._

Stop sale and reoall, ' NIOSH shall have the,‘f

authority to require a respirator manufacturer to stop o

 sale of an approved respirator if the results of a L

field audit of an approved respirator or the resultsrli
of an investigation of a report from the field of alleged-
failure of approved respirator to prov1de adequate--
protection,‘show that the respirator hanufacturer is-

marketing specimens and approved respirators that have o
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some characteristics that cause them to fail to provide

adequate protection.

However, NIOSH shall not be‘permitted to mandate

the stop sale order until NIQSH has proven{that,the'

- results of'theifield audit or the'resultstof the investiga-

tlon of the report from the fleld are valld
NIOSH shall have the authorlty to prohlblt the

resplrator manufacturer from selllng the resplrator untll

' such time that the-manufacturer has proven to NIOSH that

_tne causes of the fallure of the resplrator to meet

performance crlterla has been ellmlnated or the charac-

teristics of the'respirator that preventS-lt from providing :

adequate protectlon has been ellmlnated

" Also, NIOSH shall have the authorlty to requlre

. the resplrator manufacturer to recall the spec1mens of

an approved respirator from the fleld that do not meet

performance criteria or that contaln.characterlstlcs.that

.prevents them from prov1d1ng adequate protectlon.

~ However, NIOSH should not be permltted to-
mandate the recall until NIOSH has proven to. the '

manufacturer that the spec1mens of the approved resplrator-

'in the field do not meet performance crlterla or that

the spec1mens of the approved resplrator contaln charac-

teristics that-prevent them from prov1d1ng adegquate

protection. -
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étop saleianarecali.crocedures of-respiratorr:ﬂ
manufacturers. NIOSH shall have'thefauthority to require'
a respirator mauufacturer to certify to NIOSH each time
the manufacturer submits a'respirator for'testiugrand
approval that;the manufacturer'hasia detailed.plan of

procedures for stop sale and recall of respirators from

"the fleld

NIOSH shall have the authorlty to requlre the

respirator manufacturer to submlt:thls_plan to NIOSH '

for examination'and apéroval whenever.NiOSHFreQuiresr{-~

the manufacturer to;carry out a stop'sale'and recall .

acticn.?' | | o | | |
Publlc1ty of stop sale and recall. NIOSﬁ willrf

nubllc12e all orders to respirator manufacturers for

'stop sale or recall of specimens_of_approved respirators

from the field.
Revocation-of approvals. NIOSH'shall'have the
authorlty of revccatlng the apprOVal of a resplrator

if a resplrator manufacturer v1olates any requlrement

of the apprcval program.f"

However, NIOSH first must be requlred ‘to notlfy
the respirator manufacturer of the 1mpend1ng revocataon‘
of the apprcval aud permit the manufaCturer.reascnable -
time to remedy'the situatiou. | |

If therrespirator manufacturer refused.to

ABL ASSOCIATES, Inc.




eliminate the problem in a reasonable‘time'period:or

is unable to ellmlnate the problem in a reasonable tlme

'perlod then NIOSH shall revoke the approval

'NIOSH shall publicize each approval revocation.

'ﬂPubllcatlon of test data. NIOSH shall not be‘permitted

to publlsh test data obtained in approval ‘testing of B

a resplrator, but shall be permltted to report the test

data only to the resprrator manufacturer who submltted

‘the. resplrator for testlng and approval. _

- NIOSH shall be permltted to publlsh test data
obtalned in a fleld audlt of an approved resplrator or
the test data obtalned in the 1nvest1gatlon of approued
respirator carrled out as a. result of a report from :

the field, only if the test data shows that the specrmens )

_falled to meet the performance crlterla or that the “

' specimens of the approved resplrator in the fleld ‘con=

tain a characteristic that prevents_lt from provrdlng

.adequate protectioh, and the respirator manufacturer

refused to carry out a stop sale recall order.'

If the manufacturer 1nvolved delays 1n carrylng S

out a stop Sale-recall order or if the stop sale recallr

order carried out by the involved manufacturer isn't

‘effective.

Use and malntenance manual NIOSH shall requlre
manufacturers of approved resplrators to furnlsh wrth

ABLAM%DCDHES Inc.
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" each specimen of an approved respirator a manual

which lists the applications of the respirator, describes

- the construction of the respirator, exﬁlains the

operation of the respirator, lists the limirations ef
the'respirator, proyidesrinstructionslfOr donninéiand
rakihg'off the respirator,-gives'instructionsfbrwearing
the.respirator, lists requirements fbr'inspectiné the_

respirator;_gives mefhods'for,testing-the fit ofjthe'.

respirator, provides instructions for proper maintenance .

or repair of the respirator} gives-methcds for the

proper storage of the respirator and gives warning of

improper uses of the respirator.

NIOSH shall require manufacturers to submit

a copy of the manual for examlnatlon and approval when

~the manufacturers submxtreeplrators to the agency for

testlng»and approval. o . .'. . .
‘Systems manual, NIOSH should be,required,to

develop and make avallable a systems manual that o

Adeflnes the authorltles ‘of NIOSH, ‘the operatlng proce—

dures for testlng and approvrns resplrators and the._
test prbcedures in effect, the perﬁermancercriterion
effect, methods fdr handling applicatiOns for testingf:
and approv1ng of resplrators, methods of 1ssulng _

approvals for resplrators; methods for denylng approval

for resplrators, procedures for fleld audltlng of
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approved,respirators,'proceduresjfor'investigating.1
reports from the field concerning alleged problens

of approved respirators, provisions for ordering

- manufacturers of approved respirators .to stop sale

of approved respirators and to recall specimens of

approved resplrators from the fleld ‘and procedures

for revocatlng approvals for resplrators.

Research, NIOSH‘should carry out research

only to develop new and mmproved test equlpment, new -

:sand improved test procedures and new and lmproved per-

formance crlterla-for resplrators a;medrat 1mprov;ng
the state'of tne art of approved reSpirators.fi'

:-Aiso, NIOSH shouid carry'outdresearch to
develop test equipment, test procedures and performance
criteria for resplrators for use bf persons for protectlon
agalnst resplratory hazards to be covered by ex;stlng

occupatlonal exposure standards belng rev1sed by varlous_"

'government agenc1es or protectlon agalnst new resplratory :.

hazards to be covered by new occupatlonal exposure_'

'standards to be'promulgated,by various government

agencies.

In addition, NIOSH'should carry out research
to determine if'esisting approved respirators_offer:A
adequate protectlon against resplratory hazards covered
by existing occupatlonai exposure standards, resparatory
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hazards to be covered by existing occupationai-standardsj

being revised and new respiratory hazards to be covered

" by newroccupational-exposure,standards'to be-promulgated

by various government agencies.

NIOSH should not carry out research to develop

improved or new types of resplrators for ex15t1ng or

new respiratory hazards since thlS type of research .
should be carried out_by the private sectorr"

The ANSi Ad Hoc Respirator Test and Approval_-_
Subcommittee‘wisnee'to go_on-record to state-that-if.
NIOSH_fails to devotesnfficient'resodrcesin botn;

manpower and equipment to develop a meaningful respirator --

to develop meaningful respirator performance criteria and

test procedures, to implement an effective program of

:,testing and approving respirators and to‘carry out a

contlnuone program of audltlng the performance of |
resplrators in the marketplace, then NIOSH should rellngnlsh
its responsibility-and authorlty_tooperate a resplrator
tested approval document. | | |

The ANSI Ad Hoc Resplratcr Test and Approval:
Subcommittee recommends that. the respirator for this

public meeting concerning the administrative aspects

of a respirator test and approval program remain open

for at.least 90 days to permitvpersons to submit
addltlonal comments and suggestlons.
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" The subcommlttee feels that NIOSH has not
allowed suff1c1ent time for persons to study the matter

of the administrative aspects of a respirator test and

" approval program and prepare comments and recommendations-

on this matter.’
| Thank you very much.
" DR. MAY: Thank you, 3111
MR. REVOIR. I don t have any coples of my
presentation. We had a meetlng yesterday that ran till
after 6 00, and I had to scrlbble thlS up last nlght,
but I' ll get a copy to John.
MR. BOLTON: Blll, I would assume that the ~
ad Hoc Subcommltteewall have an opportunlty to. change
their pOSltlon on any one of these pornts upon further
d*scu531on by the commlttee 1f they deem it to be
Vital -to do so. A

MR. REVOIR:. ThlS is one reason why we're-

‘asklng for at least 90 days., After receiving the

Federal Reglster, and we get these 1n the mail generally

a week after they re publlshed, 1t gave us only four -

weeks to try to develop a statement on behalf of qulte.

a diverse group'of people representlng government agenc1es,'

research organlzatlons, private consultants, lndustrlal -

firms using resplrators and resplrator manufacturers.
lt's‘summertime; We found somerof our_people oﬁl'
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~wvacation. We couldn't even get 1n touch w1th them._

Other people had made plans. It was 1mpossrble to

get these pecople together in a four—week perlod, that

“is all of them together.

I sent out a guestionnaire, and over 90

- percent of theserquestionnaires were returned. We only

were able to get together yesterday.

We' ‘sat here all day on Sunday, and hammered
out’ what we feel is a concensus of this:subcommittee,
and we were here 1ast nlght tlll after 6 00, and I had
to eat dlnner and . try to wrlte these notes up last nlght.

o So we hope to have more tlme to get our sub- '
conmlttee together for perhaps a three-day meetlng |
berore the record closes SO we can dlscuss ln'more,
detall some of these things. | |

| We ‘had to really rush through this. I.mean,
based upon the study of a questlonnalre, I sent out- |

a questlonnalre, I thlnk, lt was 17 pages 1ong, qulte

a long document, and people had to. qulckly rush through o

that, and then I had to complle all of the results, and

‘we had to sit and argue'all day yesterday on this, so

we'd like a little bit more time.r_

‘DR.AMAX- At this tlme, Bili T guess'the
only thing we can‘regardlng the time, we certalnly‘are
not in a position to turn down any as51stanee we can
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get with the program, and I personaily dOn't see any
problem w1th grantlng an extensron so. that your com-
mlttee can’ provrde some more meanlngful rnput to us.

I won't off1c1ally say that now, but I'11l have -
some word by tomorrow to let-you knoo,

Any other comments for Blll’I Jim-haSZOne, if

you'd use that mlke over there and 1ntroduce yourself

DR OPOLD: Jim Opold, NIOSH._ I have one brref ‘
-questlon that I thlnk is more of a clarlflcatlon. You .. -

went pretty fast, and I was only able to get SO much of

7 lt, but the questlon had to do. w1th you sald that you

: agreed wrth our stop sale posrtlon, however, when lt

came mandatory, you felt 11ke we ought to go through o

- the appeals procedure, and only after the appeals concern S

is upheld would 1t be mandatory.
I guess my questlon is, Blll how long can we :

wait if it's & critical or major area situation? Do you

care to comment?

Maybe I nlsunderstood-you, but would jou care
to conment on that?;- | . |

MR. RﬁVOiRQ We.did not come out and makefa
recommendatlon on detalls of an appeals procedure as
the Industrlal Safety Equlpment Assoc1atlon dld dne-
reason is we did not have enough tlme._

We feel that NIOSH before they requlre a stop'
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~or our test results indicate this, but'I,thlnk they

" gale or recall should be required to validate theseV

test results.
In other words, they shouldn't just notlfy

a manufacturer and say., hey, certaln units are falllng,

should get that manufacturer and make sure the -manu-
facturer’ understands the srgnlflcance of thlS fallure
and that the manufacturer is satlsfled that NIOSH has
carrled the tests our properly

. You lndlcated earlier, Jim, that fondid not
knowrof anyhfailureS'in_the testing.carried out at
NICSH. | | B

There are a nnmber of peoole;inﬁgovernment L

a;;;;;;; and some of the research organlzatlons and
some of the resplrator‘manufacturersﬂ-lrthlnk, that
could glve speczflc examéles.

We're not prepared to do this today, but the

thing is thls, truthfully at. our meetings and meetlngs,“

I've had in ANSI pefore, the ZA. 2 subcommlttee developlng o

respirator use standard, NIOSH has lost a lot of"

oredibilityrln thlS fleld of testlng.

You ve had a lot of changes tn personnel You ve -
lost people. You've had to bring lnexperlenced peopie
in. - We know the dlfflculty of tralnlng these 1nexper1—'
enced people, but;all thls problem of uSLng ‘some -
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lnexperlenced people and trylng to traln them has '

resulted in some test not being carrled out properly,

and there area lot of horror stories out.
Maybe some of these horror stories get
exaggerated, but the -thing is this, in thegdiscussion

yesterday, and here is a subcommlttee made up of:many

government agenc1es, half a dozen of them,fand some

resplrator users and some research people, and'almost
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2ll of these people express that they have lost:confidence

in VIOSH s ablllty to test products properly._

We feel that NIOSH should offer proof that

_tnelr tests are correct before they force a manufacturer
to stop sale or recall, whether you go through an

releborate appeals procedure oxr not, but there should

be some proof that these test results are valid.

I think as Mr. Wllcher pornted out, any appeals -

procedure is g01ng to have to be rapld.: You can 't
endanger the health of the worker out 1n the fleld

It s got to be doue in a few days tlme or else

- it shouldn't be used.

DR. OéoLD:: I obviouslp‘have_gottocarrythis
discussionnon at-least a little'bit further, hecause.
I will ask you the same thlng as I asked Mr. Wllcher,
to show me,_tell me, relate to me where, number one, oef
failed to carry out the tests accordlng to part ll, two,
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where, when, did we misinterpret test7resulte,'because
we're on the record, and I want to know about it.
MR. REVOIR: As I said, I'm not prepared today

to give specific examples,‘but we will do so, in the

very near future.

DR. O§OLD: 'I understand then, Bill,rthat.yoa _
will‘ptovide'for the.recerdSpeeificeﬁamples~where |
this has occurred at least in the last two and:a half |
vears and maybe beyond. o | |

QR. REVOIR: nght.'.

-DRL OPOLD: Okay. ‘I think Beb has got a questlon,
Bill. | | |

EAﬁTiCIPANT: NIOSH . fou indicate& that,yeu
presentation today is-baeedupon aconcensee.ofopinion '
taken by you via a questlonnalre. |

- Would you cons;der maklng all ef the materlal
‘available as part of the record of thls meetlng? 'Flrst,‘

a copy of the queétlonnalre, second, the 1dent1ty of

- the subcommltteee members, third, the 1dent1ty of the :
‘subcommlttee members who met-yeste:day and deCLdedion
and prepared the response to NiOSH Which'yeu read today,

and, fourth, some indication'of any major minority

oplnlon which may have arisen from yesterday s discussion.
MR. REVCIR: 1 w1ll try to do that Bob, vyes.
PARTICIPANT: Thank you.
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DR. MAY: Any;farther comments or queStionsa

- for Bill?

'~ MR. WEBSTER: My name in Donald Webster.. I'm
a senior environmental health engineer. My qﬁestion is
of a general nature, not for Bill necessarily.

During this session today, we've heard some-

comments about several years_ago, ﬁany people making

an effort to draw up comments about the iespiratory'_

. program and submitting them, and, in essence, these

comments ended up . in a deadend Street,'so-to speak;

I wonder if it would be pertlnent that these '

comments be made a part of this record in case they mlght '.'

. still be valuable in solving the problems‘that face us

today.'

I don't know if this is possible. I'm not sure |

if it's meaningful, but I would bring it up for

discussion,

DR. MAf: Well, I' h not qulte sure hoﬁ-to.
respond to that. If you're suggestlng that, we_can
oertaihly addresS'it.
| | I can guarantee you thatlthree volumes'are
smttlng rlght in the mlddle of my desk for one. I guess
my response woqu be they are not lost to the 1nstltute.
They have not been for the last three years, and in

this mode of trying to revise the program and come up
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w1th new performance requlrements, 1t would be in our

 ‘ best 1nterest to go back and go. through all of that

again, because most of that was relevant then, and a

great deal of it is relevant Now.

~ You know, I can only say again, this is a real-‘

commltment we have to change thlS program around and7'

we w111 do that, and if I can say anythlng else o

convince people of that, I'd be happy to do it, but

my comments I made. this mornlng, I would just relterate.,'

We are in the process of looklng at that . in
thls new framework, and what happened three years ago
is not going to happen now. |

The only thlng you‘ll have to do is wait and
see what happens to the program now, and I think thatl
will show you that thls is a dlfferent env1ronment.p

If there are no further comments, the meetlng

is adjourned for today and we WLllIreconvene at 9
tomorrow morning. ~Thank you | |

(Whereupon, the meetlng adjeurned on July 28,.

1980 to reconvene at 9: 00 a. m.,’- on’ July 29, '1980.)
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