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MR. SZALAJDA: Good morning. Can everyone
take your seats, please, and we will go ahead and
get started.

Anyway, good morning. My name is Jon
Szalajda, and I'm the Branch Chief for Policy and
Standards Development at NPPTL. I would like to
welcome you to the public meeting we are having
today to discuss our respirator standards efforts.

What I would like to do initially is at
least provide a couple of safety types of
announcements. One is if you do hear the fire alarm
go off, please exit on the right and go to the
parking lot outside the doors on the right-hand
side. Also, if you haven't found them already, the
restrooms are located around the corner of the
building here.

You know, from a logistics standpoint,
during the course of the day, we will take a break,
a couple of different breaks and also break for
lunch. The hotel is providing a lunch service for
us, which is $12.

I think i1f you preregistered for the

(S}
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meeting, you had gotten an email talking about what
the hotel is providing. If you would like some
other options, there is the hotel restaurant which,
if you continue following around the corners, moving
out towards the terminal, there is a restaurant with
the hotel as well as if you go into the terminal
itself, there are a couple of options before you
have to go through security.

With that, what I would like to do is
introduce Les Boord, the Director of NPPTL, for a
couple of opening remarks.

MR. BOORD: Good morning, and welcome to
Pittsburgh and to this important stakeholder
meeting.

A little earlier this morning, I was
quizzing Jon a little bit about the last time that
we had an opportunity or that we had a stakeholder
meeting like this to discuss our concept, respirator
standard concept development activities. And Jon
tells me that was in December of last year, soO
December 2008.

So kind of to put it in perspective, there
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has been a lot of things that have happened since
then. As I'm sure all of you aware, we have a new
President, President Obama. We have a new Secretary
of Health and Human Services, Secretary Sebelius.

We have a new Director of CDC, Dr. Tom Frieden, and
we have a new, again, Director for NIOSH, who is

Dr. Howard. So there's been a lot of change.

And I think one thing that you can
certainly see in that charge for those of us who are
involved on a day-to-day basis, that there is what I
would kind of refer to and classify as a renewed
sense of energy and enthusiasm relative to the
issues of occupational safety and health. And I
think that speaks very well, obviously, for NPPTL
and for our respirator standards development
activities.

A little bit about the new, again,
Director of NIOSH, Dr. Howard.

I think as most of you are aware,

Dr. Howard was the previous Director for the
Institute until I believe July of 2007, and then

just recently reappointed again as the new Director
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for the Institute.

During the interim 14 months,
Dr. Christine Branche served as the Acting Director.
And I think during Dr. Howard's first tenure as
Director and during Dr. Branche's bridging term as
Acting Director, I think the programs and the
initiatives of the Institute have remained constant.

So while there has been a lot of change
from the President down, I think the programs of the
Institute remain constant and on track, and I think
that's good.

I think in the coming months that we will
see -- and it's taking place, actually, as we
speak -- reorganization, realignment within CDC,
renewed energies for occupational safety and health
and recognitions of the Institute. So I think that
again speaks really well for the things that we do
in the laboratory.

Upon announcement of Dr. Howard as the
Director for the Institute, he paid a visit two days
later to the laboratory in Pittsburgh. So he

visited NPPTL and the Pittsburgh Research Laboratory
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last week.

And part of his mission in doing that was
to again reassure everybody that the train is on the
track and we are moving on course. And a large part
of the discussions that we had with Dr. Howard last
week centered on the HIN1, and I'm sure all of you
are also keenly aware of the facts and the
information surrounding the pandemic because it is
unfolding in front of us.

I think every day we hear new stories of
increased people with HIN1 and the consequences of
that, the increased number of deaths and fatalities.
And I think 1t continues to strike closer and closer
to home probably for all us, no matter where we live
in the United States.

So HIN1l, needless to say, is a topic that
consumes a lot of the time and a lot of the
resources in the laboratory, in the Institute, in
the agency, and in the department. And so much so
that I think the HIN1 status and activities and
government preparedness is part of the daily

briefings to President Obama. So it is a high
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visibility and priority area.

But today, we are meeting here for this
stakeholder meeting, and I couldn't help but think
and try to draw some analogies to the town hall
meetings that we have all seen on the news relative
to health care reform.

I hope that our meeting today is lively.

I hope that it is fruitful. I hope it provides good
information and new insights into the requirements
that we are developing in our concepts for
respirator standards. But I hope it stops a little
bit short of what we have seen on the news for the
town hall meetings.

The agenda that Jon and his staff have put
together I think is what I would say is a little bit
creative and innovative for these types of meetings,
and I give credit to the staff for doing that, for
venturing in a new direction.

The topics, the types of things that we
talk about may be the same, but it's a little
different approach for how we conduct those

conversations and try to facilitate good exchange
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with you, our stakeholders.

And as we said in the past at these
meetings, the information in the exchanges are
really important.

We are in what we refer to as a concept
development stage where we talk about requirements.
We do our laboratory evaluations and analyses. We
come back and talk again about those. And we keep
going through this process back and forth to really
try to provide clarity to the issues and the
requirements that we want to introduce into the
standards.

So, again, I welcome you to Pittsburgh and
welcome you to this meeting. And I hope that the
course of the day will be meaningful to you, and I
know it will be meaningful to us as we strive and
use this meeting in order to live up to the vision
and mission that we have established for the
Personal Protective Technology Program in the
Institute and for the National Personal Protective
Technology Laboratory.

Thank you.
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MR. SZALAJDA: Thank you, Les.

and I guess, as Les said -- I just wanted
to follow up on something that Les had mentioned
about change in looking at the format of these types
of meetings.

We have tried several different things in
the past, but really the focuses that we need to
hear from our stakeholders with regard to what the
performance requirements should be for these types
of systems. And that's the really the focus behind,
you know, having these types of sessions, to be able
to solicit that feedback. And also in the past, we
have gotten -- had a lot of frank discussions in
these types of forums, and I hope that continues
with what we are doing today.

In terms of the meeting itself, I think
what you are going to see is a little bit different
if you have been coming to these things in the past
is the format.

You know, we have tried -- we have had lot
of PowerPoint types of discussions and then comments

immediately following the PowerPoints, which is Jjust
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10

fine for a couple of hours, but then you kind of
fall into a coma after seeing PowerPoint after
PowerPoint.

So the last couple of meetings, we have
tried to break that up with having poster sessions,
which the project officers had the opportunity to
meet and talk in either small groups or one on one
with people regarding a specific aspect of the
performance requirements that we are looking at.

And I think those work well, but the
unfortunate thing was trying to be able to capture
that information and make it available for all the
participants in the meeting to take advantage of.

So what we are going to try today is a
little bit different with regard to trying to
facilitate the discussions through having a panel
session.

And the way that we are going to approach
the meeting today is for each specific topic, there
1s three presentations with different aspects of
each particular performance criteria that we are

looking at.
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What we are going to do is we will have
the presentations. We are not going to take
questions at that time. We will take a break, and
then we are going to have the panel discussion.

I think if you were able to take advantage
of having the slides on the internet ahead of the
meeting, you will be able -- you would see that the
topics that we wanted to try to facilitate
discussion on were listed in the panel discussion.

So what we would like to do at that point,
if you have specific questions regarding the
presentations, ask them. And then also we will use
the panel discussion to have additional dialogue on
other topics pertaining to supplied-air respirators
to air-fed ensembles or to Total Inward Leakage.

We also are connected with LiveMeeting
where people are connected remotely and being able
to participate in the discussions with the review of
the presentations as well as the opportunity to ask
questions. So I think with the format, what we will
do is when we begin the panel sessions, we will

defer to the LiveMeeting first and see if there are

11
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any questions on the LiveMeeting, take those. And
then we will have the dialogue with those that are
involved -- are physically located here in the
auditorium.

I think we have covered a couple of
logistics as least as far as safety and food
availability and that type of thing.

This is being recorded. The meeting is
recorded verbatim. There will be a transcript that
will be available in the NIOSH docket later on in
the next month. The presentation is going to go in
accordance with the established agenda.

What I would like to do is try to stick
within the time frames that were identified in the
agenda, at least from the standpoint of, you know,
if people are particularly interested in one topic
or another, I don't want to get too far off of
schedule to disrupt starting the SAR at 9, the
air-fed ensembles at 11, and then TIL at 2 this
afternoon.

I would also ask that when you -- during

the open comment period, when you come, there's
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microphones in the aisleway, Jjust to state your
name, your affiliation, and state your questions so
at least that way we have it captured for the record
and also if we do have need to have subsequent
dialogue on a particular topic or another.

One other option that's available for you
today, no one had expressed an interest prior to the
meeting, but as part of the agenda, we do have the
opportunity for people to give a presentation
relative to the topics that are being discussed.

If you have a presentation that you would
like to provide, please see me at some point during
either a break or at lunch that we can get it
integrated into the program.

And, again, I mentioned the agenda.

And what I'm going to do as we go through
the discussions today, each topic will have a
specific agenda onto itself, and I'll introduce that
prior to the initiation of that part of the meeting.

I have to laugh just as part of a personal
aside. You know, someone had mentioned to me the

other day, they said, Boy, it must be a great time
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to be a federal employee. And I said, Why? And
they said, Well, with the changes in the
administration, they said, You guys can probably get
a lot of stuff down now.

I didn't quite know how to take that. I
don't know if he was implying that we hadn't been
working on anything prior to the change in the
administration or that we were going to be able to
do more. And I would like to think from the
standpoint that there's a lot going on, and over the
next several years there is going to be a lot more
being accomplished.

One of the things that NIOSH decided when
the Code of Federal Regulations Part 84 was
established in 1995 was to facilitate the evolution
of the regulations for respirators, that we would
take a modular approach to working on the
performance requirements associated with identifying
protections for respiratory users.

And here we are, you know, 14 years later,
and the modular approach I think is finally starting

to take hold. And there's a variety of reasons for
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that, you know, that the laboratory, NPPTL, was

established in 2001. There were inherent issues
associated with, you know, the development of the
infrastructure to go along with the laboratory, and
there was also the terrorist attacks, which took a
lot of our time and effort looking at the
development of the CBRN standards.

But I think, you know, over the past ten
years or so, that the infrastructure has grown to
the point where there's a lot of activity now with
regard to looking at the different protections that
can be afforded by different types of respirators
and updating the Code of Federal Regulations to make
it more amenable to looking at new technologies and
encouraging manufacturers to invest the time and
effort into evolving respiratory protection and
having a standard that is supportive of that, a
standard that focuses on the development of
performance-based requirements and not necessarily
design restrictive types of requirements that limit
innovation.

To that extent, we have got a lot of
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things going on. The first three modules are items
which are in the formal regulatory process where,
you know, we have had -- we have had public meetings
or will have public meetings to discuss the proposed
rules that we have gotten formal feedback from
stakeholders regarding the content of the rules, and
we are moving them towards finalization and
implementation as part of the actual regulation.

We are completing requirements for
Closed-Circuit SCBAs and powered-air purifying
respirators. These are things I think that you are
going to see in 2010. They will come out in the
Federal Register for you to have the opportunity to
comment on with regard to the proposed rules.

And then you have the items that we are
going to discuss, the supplied-air respirators, the
concept of air-fed ensembles, where the suit is the
respirator, which is new for us with regard to
developing performance requirements in the federal
regulation.

And there's a lot -- there's a lot on the

plate, you know. And I think from the opportunities
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that still exist are to learn from, you know, our
experiences in rulemaking with the things that we
have learned in the first three and take those
lessons and apply them to how we go forward.

I think as stakeholders, one of things
that you should aware of in looking forward is that
next year, when we have our first public meeting,
one of the things that we are going to be looking
for feedback on is the approach for where do we go
from here, you know, that we have -- you know, for a
variety of reasons, we have taken an approach to
look at these items first with regard to our rules.

But what may be appropriate for us to work
on next? Is it an open-circuit SCBAs? Is it
chemical cartridge respirators?

You know, that's where we are going to be
looking -- we are going to propose a list of
standards that we are going to approach in
development in the future, but we would like to get
your feedback on if that's the right list or if
that's the right sequence of events. And that's

something I think you will be able to look forward
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to commenting on early on in 2010.

For today, there's a variety of
opportunities for you to submit comments to us. You
know, one is the dialogue that we will have here in
the meeting today that will be captured in the
transcript. Another is for you to be able to
formally submit items to the docket, which is
NIOSH's historical repository for information.

And this will provide -- when you go to
the docket, the docket site, the website, you will
be able to -- what we are doing in terms of our
development is trying to truly use it as a
repository so that when you go to supplied-air
respirators, for example, you will be able to see
the evolution of the concept, the -- from the
initial concept to the point of where the rule is
actually developed, that everything will be packaged
and available in that one location.

And we are making progress to that extent
to be able to capture that.

Also, you will be able to submit air-fed

ensemble comments to Docket 148-A.
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And I think just the one thing for you to

notice as you look at the significance of the docket
number is that the docket number itself captures the
topic. 148 is associated with air-fed ensembles.

The "A" signifies that we are specifically
talking about the concept paper that was identified
for this meeting that was on the web for your
review. And any comments that we receive on that
paper, that's all captured under Topic 148-A.

The next iteration will be 148-B, up to
point of where we develop and propose a final rule.

And not to confuse the Total Inward
Leakage for the half-mask and the filtering
facepiece respirator that is currently going through
the formal rulemaking processes right now, the other
part of the program or project that we are going to
talk about is TIL for everything that's not a
filtering facepiece respirator or a half-mask.

And that will be the focus of our
discussion for this afternoon.

And with that, does anyone have any

general questions with regard to the content of the
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meeting?

I would be happy to take those right now.
And then, if not, we will move into the supplied-air
respirator discussions.

Okay. And at least topically, the way
that the -- as I had mentioned, we will have three
programs for each -- three presentations for each
part of the program. The project officers for each
of the respective areas will give an overview of
what was in the concept paper with regard to what
the performance requirements are, and also
identification of the issues that we would like to
discuss during the panel session.

And then we have also selectively picked
other presentations to supplement the information,
knowledge regarding the concept or regarding the
research that goes into the support of the
development of the concept.

Jeff Palcic is our project officer for the
supplied-air respirators. And in terms of our
dialogue, he will be your point man going forward if

you have specific questions regarding the content of
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the concept paper as well as any discussions that
you may like to schedule with him with regard to the
performance requirements.

Many of you are familiar with Bill
Hoffman, who was my predecessor as the Policy and
Standards Development Branch Chief.

And we have been fortunate enough to -- I
like to say we have Bill on retainer, but he is
consulting with us with regard to the standards
development efforts, and he is going to give a
presentation on the concept of air source
supplied-air respirators.

And the final presentation is part of the
SAR discussion, which also feeds and supports the
work that we are doing in the air-fed ensembles, 1is
the development of a new system at NPPTL for testing
carbon dioxide dead space.

And Gary Walbert has been our project
officer on that for the last couple of years, and he
is going to give you an overview of our research and
developing that system and how it's being used, both

with the supplied-air respirator and also the
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air-fed ensemble.

At that point, after Gary finishes, we
will take a 10- or 15-minute break, let everyone get
their thoughts together and their questions
together, and then we will go into the panel
discussion.

MR. PERROTTE: Jon, one thing I was ask
you to do. If you guys could pull the mic closer to
you. They are having a little bit of difficulty
hearing over the LiveMeeting.

MR. SZALAJDA: Okay. That's all right.

And so with that, what I would like to do
is let Jeff Palcic come up and go over the overview
of the supplied-air respirator, and we will proceed
with the rest of our program.

MR. PALCIC: All right. 1If anyone has a
problem hearing me, please speak up.

UNIDENTIFIED PERSON: Speak up.

The volume in the back is very weak.

MR. PALCIC: The volume in the back is
very weak. Why don't we try a new mic? Is that any

better? Can you hear me? I see shaking heads,

22
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hands, no, vyes.

UNIDENTIFIED PERSON: Speak up.

MR. PALCIC: Speak up. Okay.

NIOSH has initiated a program to update 42
CFR Part 84, Subpart J, for the improvement and
reliability of supplied-air respirators. The
purpose of this presentation is to review the
supplied-air respirator proposed standard.

I'll be focusing primarily on the proposed
changes and the requirements that we are adding to
the standard.

Okay. The 083A docket comments. As a
result of the July '08 supplied-air respirator draft
concept paper and the August '08 public meeting, we
received comments to the 083A docket. All of the
comments received were reviewed and considered for
inclusion into the revised draft.

A lot of the comments that were received
were incorporated into the draft, but the comments
related to issues such as airsource systems,
pneumatic tool takeoff, to mention a couple, were

not adjusted with the hope of soliciting additional
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stakeholder input.

Okay. This is a slide showing you the
organization of the proposed standard. Starting
with the base requirements, including respiratory,
non-respiratory, and air source or air compressor
requirements and air supply hose requirements. On
top of that, we have the enhanced combination
SAR/SCBA requirements and the CBRN reqguirements.

The technical actions required to complete
the SAR draft standard will be to continue to revise
the draft standard, and this will include continuing
internal technical reviews, posting the revised
draft standard on the NIOSH web for public comment,
and reviewing additional docket comments and
revising the draft as required.

We will also be updating the standard test
procedures. This will include eliminating obsolete
procedures, modifying existing procedures, and
developing new procedures to test to the new
performance requirements.

And finally, we will be evaluating,

acquiring, and securing test capabilities, which

24
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will include the evaluation of current test
capabilities with regard to the new standard,
purchasing and installing new test equipment, and
conducting validation tests to the new performance
requirements.

Once again, a supplied-air standard will
remain Subpart J of 42 CFR. And the subpart will
contain optional requirements for both IDLH and CBRN
applications. And SAR will continue to meet the
requirements of Subparts A through G of 42 CFR Part
84.

We have established two types of
supplied-air respirators, airline and airsource. An
airline-type respirator consists of an air supply
line, respiratory inlet covering, and a coupling for
connection to Grade D or better breathing gas. An
optional airsource-type respirator consists of a
portable blower or air compressor, air supply line,
respiratory inlet covering certified as a complete
system.

Bill Hoffman will be presenting the

details specific to the airsource systems in an
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upcoming presentation.

Proposed technical updates for Subpart J
Base respiratory reguirements.

Airline type changes. We have eliminated
Type A and AE, which is a hose mask respirator with
a hand or motor-driven blower with and without
abrasive blasting protection. We have also
eliminated Type B and BE, which is also a hose mask
respirator where the user's lung draws inspired air
through a large diameter hose with and without
abrasive blasting protection.

And we have redesignated Type C and CE as
airline type, and we have also eliminated the
demand-type apparatus.

Airline breathing air has remained
unchanged, but we have updated the CGA G-7.1
reference.

Continuing with base respiratory
requirements, exhalation valve leakage. A dry
exhalation valve or valve seats will still be
subject to a suction of 25 millimeters, but leakage

between the wvalve and valve seat cannot exceed 15

26
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milliliters per minute. The old limit was 15 (sic)
milliliters per minute.

Carbon dioxide limit. This requirement
has been added to include -- or this requirement has
been included to ensure that the CO2 level in the
breathing zone is acceptable to prior to human
subject testing.

The human subject testing was included to
determine the carbon dioxide and oxygen levels in a
breathing zone prior to -- or during performance
tests with subjects standing and walking at 3.5
miles per hour.

And, finally, the fit test will be
accomplished through the Total Inward Leakage test,
and_that will finalized through benchmark testing.

Continuing with the base respiratory
requirements, air flow rates, manufacturers will
specify the air flow rate for which their system is
to be approved. The system must maintain positive
pressure in the breathing zone on both inhalation
and exhalation at the specified flow rate.

These flow rates will be based on a
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sinusoidal breathing profile.

This will replace the current flow rates
of the 115 and 170 liters per minute for tight and
loose-fitting respiratory inlet coverings. We have
added a very high flow rate based on stakeholder
comments from the previous draft.

As they stand today, the NIOSH proposed
air flow rates are a low rate with a 25 liter minute
volume, 1.3 liter tidal volume at 19.2 respirations
per minute, a moderate rate with a 40 liter a minute
volume, 1.67 liter tidal volume at 24 respirations a
minute, a high rate with a 57 liter minute volume,
1.95 liter tidal volume at 29.1 respirations per
minute.

And the new very high rate, which 1s 78
liter minute volume, two liter tidal volume and 39
respirations per minute. And that will be one of
the discussion slides.

Proposed technical upgrades for Subpart J
base nonrespiratory requirements.

Required components, airline systems

consist of a respiratory inlet covering, air supply
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valve or orifice, air supply hose, detachable
couplings, flexible breathing tube and harness.

General construction shall meet the
requirements of Subpart G. General construction
performance requirements of 42 CFR Part 84, and hose
connections and couplings are required to prevent
unintentional disconnection.

Continuing with base nonrespiratory
requirements, shoulder strap test was increased from
250 pounds to 300 pounds for 30 minutes. The belt
and rings were increased from 300 pounds to 500
pounds for 30 minutes, and the hose attachment to
harness remained at 250 pounds.

If the harness is designed to act as a
safety or rescue harness, it should meet ANSI
7359.1, fall/arrest standard. In addition to the
ANSI standards, stakeholder feedback suggested NEFPA
1983 standard on life safety rope for escape and
emergency service as an alternative.

And finally, the total length of hose for
approval in its heaviest configuration shall permit

dragging over the concrete floor without
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compromising the harness or exerting force on the
respiratory inlet covering.

Once again, continuing with base
nonrespiratory requirements.

Visors and lenses. All lenses or
respiratory inlet coverings shall be designed and
constructed to be impact and penetration resistant
in accordance with ANSI Z87.1. This is also a
discussion slide.

Respiratory inlet coverings with visors
shall obtain an average field score of 90 or
greater.

Noise level. Noilise levels generated by
the respirator during normal operation shall be
measured at the maximum airflow obtainable within
the pressure and hose length requirements, and must
be less than 80 decibels at both ear canals.

Finally, the failure mode effects
analysis. Manufacturers shall demonstrate that
reliability is assessed and controlled within their
quality assurance plan by conducting a system FMEA

on their device or component.
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