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MR. HEARL: Good morning. I'm Frank Hearl, and I'm the Chief of Staff for the National
Institute for Occupational Safety and Health. And I'm here to welcome you this morning to
discuss our proposed rules on Total Inward Leakage requirements for respirators, which were
published in the Federal Register on October 30, 2009.

Today's meeting is being held here at the Marriott Inn and Conference Center in College
Park, Maryland, and we will be running our meeting today through 4 o'clock, or until after the
last presenter has completed and the discussion has closed out, at which time we will close the
meeting.

It is being recorded, and transcripts will ultimately be posted in the docket once they are
available.

Could I have the next slide?

Okay. First off, I think the most important matter of business to attend to today is to make
note of our emergency exits.

We have the three doors here. If you -- if we have to evacuate the building, please
proceed to the left and then down the main stairwell. There is also an additional exit stairwell
that's marked down the hall.

And then when you get down off to the left, there's emergency exits there and -- actually,
in both directions.

Bathroom locations, there's a set of bathrooms out the door and to the n“ght and down the
hall and easily accessible. Or if you want to take in the artwork, there's sculpture and paintings
down the other end of the hallway, and there is a pair of bathrooms down there as well.

I would askl you-all at this time, too, if you have pagers or cell phones, please either turn

them off or put them in the vibrate mode so we don't have interruptions during the day's meeting.
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One of the other things that I wanted to mention is that we do have this meeting today
being broadcast via LiveMeeting on the internet, and we can hear from our folks on the phone.
And I think what I want to do is also -- let me go through here -- talk a little bit about our
procedure since this is the first time actually I have run one with LiveMeeting.

But our purpose here is to take oral comments on the proposed rule. And our procedures
will be that we will have oral presentations limited to 15 minutes per presentation, and the first
priority are the individuals who have preregistered to speak, and we have actually four people
who have so registered.

Dr. Phil Eitzman from 3M, Craig Colton from 3M, Daniel Shipp from the International
Safety Equipment Association, and Jeff Weed from Weed Respiratory Protection Solutions.

So those are the folks who have preregistered.

As I -- what I want to do now is ask the folks on the phone to identify themselves, who
they work for. And if you could indicate if you also want to make a presentation, then we will
add you to the list at this time.

And anyone who is here in attendance, we have a sign-up sheet that's outside the door. So
far, no additional people have signed up to speak, but we will add you to the list.

And you would be the second priority after the people -- the four people who have
already preregistered and anyone we pick up from the phone.

And then the third priority will be -- or the second priority is if any of these four people miss
their time.

The third will be people who sign up outside, and the fourth priority will be comments

from the floor, which we will entertain after the last speaker is gone, and that we will have the
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floor open until 4 o'clock, or until we run out of comments. So that's the order of business for
today.

So let me go to the phone and see who all is here.

Everyone else in the room I presume has registered on the sheet and indicated your
attendance on the sign-up sheets.

Do we have a location, or just ask someone to speak up?

MR. FRIES: Yeah.

MR. HEARL: Will someone identify yourself and we will begin to take roll from the
telephone.

MR. JOHNSON: Yes. This is Dave Johnson.
I'm with Kimberly Clark, and I will be an observer of the process. I have no presentation or
comments.

MR. HEARL: Thank you.

MR. SCHWIND: Good morning. This is John Schwind, Global Safety First. [ will be
observing as well.

MS. D'ALESSANDRO: Maryann D'Alessandro of NIOSH.

MS. ARMSTRONG: Mary Armstrong with ODC.

MR. PERROTTE: John Perrotte with NPPTL.

MR. BURGE: Gavin Burge. I work with BMT
Designers and Planners, and our customers are OPNAYV and the U.S. Navy Safety and Readiness
Office.

I had prepared some comments, but I'm not prepared to present them in a public forum.

MR. HEARL: Okay. Thank you.
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MR. SPELCE: Hi. This is Dave Spelce with the Navy and Marine Corps Public Health
(inaudible).

MR. HEARL: Could you repeat?

MR. SPELCE: Sure. David Spelce with the Navy and Marine Corps Public Health
(inaudible).

MR. HEARL: We are not hearing you loud enough. If you could speak up a little bit.

MR. SPELCE: David Spelce with the Navy and Marine Corps Public Health Center.

MR. HEARL: Okay. Thank you.

MR. LEEUW: Hi. This is Chris Leeuw, with Prime Medical Products, and I'll (inaudible).

MR. HEARL: Did you pick up that?

Our recorder didn't pick up your name. Could you say it a little bit louder?

MR. LEEUW: Hi. My name is Chris Leeuw, and I'm with Prime Medical Products.

MR. HEARL: Okay. Thank you.

Is there anyone else that's on by the LiveMeeting who has not identified themselves?

MR. SELL: Yes. Bob Sell with Draeger Safety.

MR. HEARL: And will you be presenting?

MR. SELL: No.

MR. HEARL: Okay, thank you.

Anyone else who is on the line that has not identified themselves?

Well, if T have it correct then, I don't have any additional speakers from the phone that
want to make a presentation at this public meeting.

We let me go back here a notch to the NIOSH panel. Today I will be moderating the

session, and joining me on the panel to answer questions or clarifications is Jon Szalajda, who is
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the Branch Chief for the Policy and Standards Development Branch at the National Personal

Protective Technology Laboratory division of NIOSH.

The branch develops and promulgates new and improved PPE, personal protective
equipment, related standards and regulations. He holds a BS degree in chemical engineering
from Penn State and an MS degree in engineering from George Washington University.

LIVEMEETING VOICE: The conference now in silence mode.

MR. FRIES: Someone was playing something.

MR. HEARL: Someone was playing music.

Okay. I thought I detected that.

He holds a BS degree in chemical engineering from Penn State and a masters degree in
engineering from George Washington University and the University of Pittsburgh. He worked in
the field of respiratory protections and PPE for 25 years.

Bill Newcomb, who is also joining me on the panel, is a physical scientist for NIOSH in
the Policy and Standards Development Branch of the National Personal Protective Technology
Laboratory, and he is the project officer in charge of this proposed rule.

Bill has had over 47 years experience in respiratory protection, the last five of which have
been with NIOSH.

And we also have Terry Thornton in the center there. And he is currently certification
analyst with the Technology Evaluation Branch in NPPTL at NIOSH. He is an experienced
certification analyst and is very knowledgeable in all classes of respirators certified by NIOSH.

He was integral in the development of the laboratory respiratory protection level facility
in Pittsburgh and continues to be very involved with the testing conducted at the facility.

So that's my panel. Gary Walbert, who is listed on the slide, is not with us today.
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And at this time, I think I'm ready — I should mention here, too, the docket for written comments.

There's -- after this meeting, you will still have opportunity to submit written comments
to the record, and you can do that by one of several means.

One, you can go to the federal e-rulemaking portal, which is found at
www.regulations.gov.

You can submit your comments by email to the email site NIOCINDOCKET@cdc.gov,
the NIOSH docket. Or you can submit them by mail to the NIOSH docket office at the Robert A.
Taft Laboratories at 4676 Columbia Parkway, Mail Stop C34, Cincinnati, Ohio 45226.

The current closing date is December 29, 2009.

And I can tell you that we have received a request to extend the comment period, and that
request is under consideration by the department.

So we will go from there. To give you a little bit of a briefing on the rule and a little bit of
overview, I would like to ask Mr. Jon Szalajda to please come to the lectern, and he will give us
a walk-through on what this rule does.

And I also want to say, too, that anyone who wants to speak or ask a question, you will
need to come to the microphone so that the people who are on the LiveMeeting can hear.

So no comments -- even if you say you have a loud voice, we need to have you at a
microphone.

So at this time, Jon.

MR. SZALAJDA: Thank you, Frank, and good morning, everyone.

I would like to thank you all for participating in this meeting. And, actually, in looking
back and preparing for this, this is the third meeting in the past 12 months that NIOSH has where

we have talked about the development of a proposed modification of 42 CFR Part 84.
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And looking at this, we are looking to take the existing regulation that was established in

1995 and update that and move it to incorporate and help address evolving technologies in the
effort to provide respiratory protection that improves worker safety and health.

Could I have the next slide, please?

Our process to do this, this rule that we are going discuss today and other proposed rules
uses an open evolutionary type of process. Some aspects of this process include the use of a
publicly accessible docket, stakeholder and informational meetings, and public meetings where
NIOSH will share information regarding the development of performance requirements for
respiratory protection.

This process also uses benchmark testing that assesses the range of existing technology
and how that may perform against anticipated performance requirements. The process also uses
concept papers and public meetings that review the benchmarking process and also share in
NIOSH's thought process with regard to developing performance requirements.

We think that this process encourages stakeholder participation, which is included as part
of our development process.

Today, this meeting is going to provide stakeholders with another opportunity that will
provide oral comments on a proposed rule that establishes a Total Inward Leakage requirement
for half-mask air purifying particulate respirators.

NIOSH evaluation of Total Inward Leakage performance requirements of these
respirators will provide increased assurance to respirator purchasers and users that NIOSH-
approved respirators can be expected to effectively protect the user against particulate

contaminants when properly donned and used.
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This proposed rule also addresses various topics that were identified during our
development process and benchmark testing. We anticipate that it will reduce the trial and error
associated with workplace -- excuse me -- with workplace fit testing as part of a workplace
protection program.

Having a Total Inward Leakage requirement will streamline this process because the
respirator will have demonstrated through testing that it achieves a minimal level of performance.

Another aspect of this rule applies to situations where poorly performing Total Inward
Leakage respirators are being used without the benefit of complete respiratory protection
program, which includes fit testing.

In these instances, a poor fit might not be recognized, increasing the likelihood that a
respirator user is not being adequately protected.

Testing and evaluation of Total Inward Leakage performance requirements by NIOSH as
a result of this proposed rule will increase the likelihood that workers who lack fit testing will
obtain protection by using respirators which are demonstrated to fit intended users when used
properly.

This slide in front of you indicates the -- it's about six months old that we had used in a
previous briefing, but it also indicates a level of approvals that NIOSH has issued with regard to
filtering facepiece respirators.

We currently envision as part of the certification program that, with the implementation
of this rule, that the certification time for the respirators will continue to be processed within the
40- to 50-day time period, and also that with the incorporation of this requirement, that inward

leakage testing requirements could be accomplished within five to ten working days.
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As part of our preparation for this rule, we look forward to working with the

manufacturers to be able to identify and fill the panel requirements associated with the rule to
ensure that the development of those products can be swiftly moved through our certification
process.

And with that, I would like to introduce Bill Newcomb to give a little overview of what
the technical requirements are for the proposed rule.

Bill has been our project officer since his employment with NIOSH in development of
this proposal.

Bill.

MR. NEWCOMB: Thank you, Jon.

The proposed rule has been in the making for several years now, and we had some public
meetings to go over the rule.

First, I think that everybody knows what Total Inward Leakage is, but just in case we
have someone who may not, we are talking about the leakage through the filter and through the
facepiece, the face seal of a respirator.

We conducted benchmark testing. And as a result of the benchmark testing, we had some
concepts. We had a couple of public meetings, and we listened to the comments from those
public meetings.

The proposed rule adds new requirements for the minimum characteristics of air
purifying filtering respirators, including filtering facepiece respirators.

It uses the newly developed NIOSH fit test panel that many of you are familiar with. It's

been published in several publications recently. It was done by the research division at NIOSH to
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get a panel which represented more of the working population of the American workers, and it's
approximately 98 percent of the working population.

This is the fit test panel that we are proposing to use in the new regulation.

It uses a CNC detection method, which is appropriate for particulate filtering devices.
The exercises that are used are those that are defined in the OSHA regulations for conducting fit
tests.

We are not developing anything new. What we have done is, in the protocol, defined a
little more closely some of the movements, such as does the moving a head up and down occur at
-- like you're saying yes, or does it occur like you're actually making movements involved in
doing something other than just shaking your head.

So we have sort of put times on the movements to make the test more reproducible from
one test to the other.

The proposal also allows the development and approval of niche respirators. If a
manufacturer wants to make a respirator to fit a specific population group, then this regulation
allows him to do that and to get it certified. It does not have to be a respirator that fits everyone,
but it does require that the manufacturer identify the user population.

Obviously, NIOSH cannot come up with a panel for a product or a respirator facepiece,
nor can the wearer know if that facepiece is designed to fit them without some information from
the manufacturer as to who that respirator is designed to fit.

It uses a maximum of 35 test subjects. In one of the former proposals, we had suggested
35 test subjects per facepiece, which means that if you had a three-size facepiece that covered the

gamut of people, it would be 105 tests.
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The new proposal uses 35 for a total. So if you had three facepieces, they would be tested
on 35 test subjects, not 105.

So we have listened to the comments that the manufacturers have given us.

The Total Inward Leakage requirement is a maximum of 1 percent, equivalent to a fit
factor of 100.

Again, some of the proposals that we had previously had a higher -- lower Total Inward
Leakage, higher fit factor.

We have looked at the data that we came up with during the benchmark testing, and we
have made a decision that it would be better to use the 1 percent, which is actually equivalent to
what OSHA requires for the use of this product. So we are not inventing something new for this
type of respirator.

And we have come up with a minimum pass of 74 percent of the test subjects. This might
not seem like a high amount, but from the benchmark testing we have done and the statistical
analysis, this 74 percent, or 26 out of 35 test subjects, is designed to make sure that a respirator
that actually fits well passes the test and also to make sure that a fit -- a respirator that does not
fit well does not pass the test.

If you have a niche respirator, the number of test subjects will be less, but the pass
criteria will be more stringent. That's an overview of the proposed rule.

And the implementation for the final rule was that 30 days after the publication, that
NIOSH would begin accepting applications for approval of respirators that are tested to this rule.

We would give three years for manufacturing and sale of respirators, having approvals at

the current time -- approvals that are current at the time of promulgation.
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This is very similar to what NIOSH did back in 1995 when we had new types of filters
that came onto the market. The N,R and P filters that replaced the old dust, mist, fume and so
forth filters.

We gave three years for the manufacturers to phase out the old products and also two
years to make changes.

There are always small changes that are made on a routine basis to respirators, and we
felt that we would entertain the extension of approval of any old respirators for two years after
the promulgation of the new regulation.

Thank you.

MR. HEARL: At this point, we are ready to begin with the first order of business, which
is the presentations by those who preregistered to speak, and our first speaker on the list is Dr.
Phil Eitzman from 3M.

Dr. Eitzman, if you would like to either use the microphone here on the lectern, that
would be fine.

MR. EITZMAN: Well, we will start with Craig, and then I'll go second, if that's okay.

MR. HEARL: That's fine. So the first speaker will be Craig Colton from 3M.

And, as I said, you can either use the microphone in the center of the room or you are
welcome to use the lectern. It might be more convenient.

MR. COLTON: Good morning. Thanks, Phil, for switching this around.

First of all, I want to thank NIOSH for the opportunity to add our comments or two cents

into the standard at this particular point.

INABNET REPORTING SERVICES
(703) 331-0212



10

11

12

13

14

15

16

17

18

19

20

21

22

14

For the presentation, as you — has already been unveiled, there's going to be two of us that
are speaking. I'm going to be speaking first, and then Dr. Eitzman is going to be speaking after
me, and we both are going to speak on slightly different subjects regarding the proposed rule.

One thing [ want to add, though, is that the presentations that we are providing are a
summary of some of the primary areas of concern. And we will providing -- as I'm sure NIOSH
knows from the past -- detailed written comments to the docket to explain these points.

But at this point, this early on in the rule, we have at least some general concerns that we
would like to bring up.

Regarding fit, 3M has a -- what I think is a long experience with respirator fit. I think we
have been an advocate -- always been an advocate and innovative leader in trying to advance — in
advancing the importance of fit.

3M has developed both qualitative fit tests and quantitative fit test methods so that fit can
be evaluated both in the laboratory and by users.

In fact, 3M, before I worked for them, used quantitative fit testing for evaluating fit of
half-facepiece respirators, including the filtering facepiece respirators. So it has been going on
for at least greater than 25 years, long before this concept came up.

In addition to that, we have performed many workplace protection factor studies that we
think is important to the success of these fit testing efforts, in that we have been able to go to
workplaces, fit test workers, see that they do fit a wide variety of workers in the workplace. And
then once they have fit, go out and have validated that they perform and protect the worker.

And so as part of this -- as this rule making goes, we support the effort to improve

respirator fit.
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