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P-R-O-C-E-E-D-I-N-G-S

Gerri Ransom: Good afternoon and welcome to today’s plenary meeting

of the National Advisory Committee on Microbiological Criteria
for Foods, or NACMCF. I am Gerri Ransom, NACMCF Executive
Secretary, with FSIS Microbiology Division, and we are going to

start today by hearing from our chair, Dr. Elizabeth Hagen.

Elizabeth Hagen: Good afternoon, thanks Gerri. And I’d like to

also welcome everybody to today’s call. I am Dr. Elizabeth
Hagen, USDA’s Undersecretary for Food Safety, and Chair of the
National Advisory Committee on Microbiological Criteria for
Foods, or NACMCF. With me here today is Mr. Mike Landa, the
Director of the Food and Drug Administration’s Center for Food
Safety and Applied Nutrition, and our NACMCF Vice-chair. This
meeting is our plenary meeting for 2012. This is to be our first
full meeting by phone, taking advantage of technology. This is
an important meeting, as the Committee is coming together to
deliberate on recommendations regarding food safety questions
from the USDA’s Agricultural Marketing Service (AMS), to support
ground beef purchase for the School Lunch Program. The plan is
for NACMCF to adopt final recommendations for AMS by the close
of this meeting today. Our Micro Criteria Subcommittees has been

working intensely on this project for the last two months in
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order to have those recommendations ready to support the AMS
2012-2013 school year purchase. On behalf of USDA and the Food
Safety and Inspection Service, the Food and Drug Administration,
and the Centers for Disease Control and Prevention, of the
Department of Health and Human Services, and the National Marine
Fisheries Service of the US Department of Commerce, and the
Veterinary Service Activity of the US Department of Defense, we
thank each of you for lending your expertise to this project. We
especially recognize Spencer Garrett, Subcommittee members, and
assisting experts, for their commitment and hard work that went
into this project. The entire NACMCF team is to be commended for
their monumental effort on this important project that had a
very tight timeline. You’ve heard me say that at USDA we’re
working to advance the science-based public health agenda. This
project supporting the School Lunch Program is an example of
where NACMCF has been able to apply science to help strengthen
and focus an important food safety program, and support public
health. Children’s health is a top priority for USDA, and
Secretary of Agriculture Tom Vilsack has much appreciated that
NACMCF has been able to assist AMS with their school lunch
purchase program. As I have kept up with the progress of your
work, I’'ve seen firsthand how your perspective, your insight,

and your ideas have come together to help strengthen our food
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safety system. We understand that there is a future part two to
this project, so we’re extremely pleased that NACMCF will be
able to provide continued input to the AMS on school lunch
issues. With us today we have Dr. Craig Morris, Deputy
Administrator of the Livestock and Seed Program at AMS. He'’s
going to give us some background on the ground beef purchase
program for the Federal Food and Nutrition Assistance Program,
and on the AMS charge to this committee. So I want to thank you
again for serving on NACMCF, and for your work on this project.
You serve a very important advisory role, and your contributions
help us to build a better food safety system. Thanks so much for
your time, and for your dedication to food safety and public
health, and I certainly look forward to today’s discussion. Now
I'd 1like to turn the floor over to Mr. Mike Landa, the director
of FDA’s CFSAN, and the NACMCF Vice-chair. Mr. Landa?

Landa: Thanks, Dr. Hagen. Good afternoon and I’d like to
welcome our members and guests to our plenary session today. Two
NACMCFEF subcommittees have work underway. These are the
Subcommittee on Control Strategies for Reducing Foodborne
Norovirus Infections. This group is Jjointly chaired by Drs.
Kelly Bunning, FDA, and Uday Dessai, FSIS, who are both with us
today. This topic is a concern to all the participating Agencies

of NACMCF, because advancing control of the transmission of
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Norovirus through food is critical to the public health. Our
other group is the Subcommittee on the Study of Microbiological
Criteria as Indicators of Process Control, or Insanitary
Conditions. This Subcommittee is chaired by Spencer Garrett of
the National Marine Fisheries Service. This work area is
critical to the Department of Defense for ensuring the safety of
foods being purchased outside of the US for military personnel.
The information gleaned from this project will be applicable to
all US food safety agencies. This Subcommittee has spent time
during the last two months responding to a second expedited
charge, by USDA’s Agriculture Marketing Service, to support
ground beef purchase for the School Lunch Program. This
afternoon we will deliberate on the report and recommendations
of the Subcommittee. I'm aware of the work of our members have
put into this project thus far, and look forward to hearing and
participating in discussion. As Dr. Hagen remarked, the plan is
for the full Committee to adopt final recommendations for AMS by
the close of this meeting. I said at the last meeting, but I
want to repeat here, because people may not have heard it. I
come at the work of this Committee from a slightly different
perspective. I'm a lawyer, not a scientist. And at the FDA we
think of three basic components to our work. The statute, of

course, binds us. I say that not only as a lawyer, I think, but
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as a citizen, a strong believer in the rule of law. The other
components are policy-making and the science. And I will say
that although I am a lawyer, and some lawyers may well tell you
that the law is the most important thing, and some policymakers
may tell you that the policy is the most important thing, I
actually think science is the most important thing here. That
is, getting the science right. And that’s because I think you
can have bad or less than good or less than ideal policy, and
still muddle through whatever matter is before you. I think you
can have a less than generous, or a crappy, Or maybe even wrong
interpretation of the law and still muddle through. But I think
if you don’t get the science right, you’re not going to be able
to muddle through, because that’s the sort of - the most
important part of the foundation. And that’s why I think of the
work of this Committee as an example. It’s so vital to the
success of every agency in this country that deals with food
safety. Let me also acknowledge something I feel as well as
think, and I believe others share that view. And that is that
the unique and important strength of NACMCF is the public
process. It does matter to us.. each of us what the other thinks,
as well as what the public thinks. I was listening to a radio
program the other day about a Brazilian philosopher, of whom it

was said he was always alive to the possibility of learning
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something from someone, which is, I think, a wonderful thing to
be said. I suppose it might ordinarily be said about some
philosopher. What else would a philosopher be alive to, but the
possibility of learning? Nonetheless, I think it’s a useful
guide here as well. This Committee is sponsored and led by five
agencies that are housed in four departments, and they’ve come
together to develop overarching charges and associated questions
that are critical to food safety and public health. So focus of
course again is to return to - is on the science. The state of
the science, expert opinion, and broader stakeholder opinion on
the issue and whatever it may be. What typically emerges is a
report that attempts to answer the charge with recommendations,
and data or research gaps, a national plan, if you like. The
value of the broad scientific membership, the consumer member,
the assistance of technical expert volunteers, and the public
interest of all stakeholders, scientific, consumer input, has
been strength in the past to NACMCF. That strength, I think, is
our calling card as we participate in the ongoing charges
mentioned earlier today, and as we consider whether to adopt
this important report, and as we look to future NACMCF charges
under development. In light of the passage of this report and
new technologies to subtyping pathogens, supporting our existing

approaches, NACMCF is a very dedicated - very much a dedicated
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advisory group, and again, on behalf of the partner Agencies, I
want to express my appreciation and thanks for your time and
willingness to share your food safety expertise. I’d now like to

turn the floor back to Gerri Ransom.

Gerri Ransom: Thank you, Mr. Landa. Now that we’ve heard from both

DR:

DR:

DR:

MR:

DR:

MS:

DR:

MR:

DR:

DR:

our Chair and Vice-chair, I’'d like to go through our official
roll call for the record. I'm going to begin first with folks in
the room with me here today who haven’t spoken yet, so we can
get them on the record. We can go ahead and start. Please state
your name and affiliation.

Dan Engeljohn, with USDA Food Safety Inspection Service.

Uday Dessai, with USDA Food Safety Inspection Service.

David Goldman, Food Safety Inspection Service.

Craig Morris, USDA’s Agricultural Marketing Service.

Kelly Bunning, Food and Drug Administration, Center for Food
Safety and Applied Nutrition.

Nicole Nelson Miller, Agricultural Marketing Service.

Kerry Smith, Agricultural Marketing Service.

Marty O’Connor, Agricultural Marketing Service.

Mickey Parrish, FDA Center for Food Safety and Applied
Nutrition.

Elisa Elliot, FDA Center for Food Safety and Applied Nutrition.
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Gerri Ransom: Can I have additional members of the NACMCF Executive
Committee please state your name and affiliation?

Spencer Garrett: This is Spencer Garrett with the National Oceanic
and Atmospherics Administration’s National Marine Fisheries
Service.

Dr: Art Liang, Centers for Disease Control and Prevention.

DR: Okay. Margaret Hardin, Institute for Environmental Health
Laboratories and Consulting Groups.

Gerri Ransom: Okay, thank you Margaret, we’re starting with the
NACMCF Executive Committee members and - I’ve got one request,
Art, could you please repeat?

Mr: Sure. This is Art Liang, Arthur Liang, Centers for Disease
Control and Prevention, in Atlanta.

Gerri Ransom: We’ll continue with the NACMCF members on the line.

DR: Nandini Natrajan, Keystone Foods.

DR: Wafa Birbari, Sara Lee Foods.

DR: Lee Johnson, West Liberty Foods.

MAJ: Major Bob Dole, Department of Defense.

DR: Kathleen Glass, University of Wisconsin, Madison.

DR: Dallas Hoover, University of Delaware.

DR: Bob Whitaker, Produce Marketing Association.

MS: Susan Grooters, Stop Foodborne Illness.

10



233 Dr: Robert Tauxe, Centers for Disease Control and Prevention,
234 Atlanta.

235 MS: Angela Ruple, NOAA Fisheries.

236 MR: Spencer Garrett, NOAA Fisheries.

237 Gerri Ransom: David Golden, are you on?

238 DR: Yes, sorry. David Golden, University of Tennessee.

239 Gerri Ransom: Okay. And Stephen Knabel? Okay, thank you, we'’re

240 missing Steve at this point. Can I now have the assisting experts to
241 the AMS project log in?

242 DR: Calvin Walker, with NOAA Fisheries.

243 DR: Scott Brooks, with Yum! Brands, Inc.

244 MS: Stephanie Mickelson, with USDA Food and Nutrition Service.

245 DR: Joseph Madden, Neogen Corporation, Lansing, Michigan.

246 FS: Brenda Halbrook, USDA Food and Nutrition Service.

247 DR: Tommy Wheeler, USDA Agriculture Research Service.

248 Gerri Ransom: Okay, at this time, can we please have our guests,

249 members of the audience, the public; please let us know who’s on
250 the line?

251 DR: This is Mark Powell with USDA Office of Risk Assessment and Cost
252 Benefit Analysis, I spoke over Tommy.

253 Gerri Ransom: Okay, I'm sorry, Mark. We missed you. Mark is another
254 assisting expert.

255 MOD: Go ahead, caller, your line is unmuted. Please state your name

256 and affiliation.

11
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FS: This is Lisa Keefe, with Meeting Place.

MR: Tim Lawruck, SDIX.

DR: Sean Fox, Kansas State University.

FS: Evelyne Mbandi, FSIS.

FS: Skye Doerscher, Agricultural Marketing Service.

FS: [unidentified] Calbon [ph.], [unidentified] Scientific.

Gerri Ransom: Okay, for the rest of the folks we’re going to defer

to the written record. This is Gerri Ransom. I'm going to
continue. Before we continue with the program, though, I want to
make some business announcements. Most importantly, I wanted to
let everyone know who’s linked in with us, I wanted to alert you
that we have a new version of the document that was released
this morning. Spencer’s group has received some comments from
NACMCF members, and those are in the document in track changes.
This document with some new track changes inserted into it is on

the FSIS website, so please go to www.fsis.usda.gov, and on the

left-hand side enter in NACMCF, N-A-C-M-C-F, or use the link
that Karen Thomas-Sharp provided to you, and you will have
access to this version of the document. Okay. I also wanted to
announce that we do have a Federal Register Notice that came out
last week, soliciting nominations for membership on the 2012-
2014 NACMCF committee. The current membership term expires on

May 11, 2012, with the exception of our consumer slot, and that
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position runs until 2013. Eligible NACMCF members will have the
opportunity to renew their membership, and I’ve spoken to most
of you about this, but I still need to touch base with a couple
of folks. NACMCF members may serve for up to two consecutive
two-year terms. We would like to have the next NACMCF committee
in place as soon as possible after the current term expires, so
we are going to be working hard to get the next committee
appointed. Please check the FSIS website for this announcement.
We are accepting nominations of qualified scientists through
April 23"@. We are planning for 30 members to serve on the next
NACMCF committee. I also wanted to mention that our current
NACMCF charter is on our website. The charter expires November
1, 2012. Very soon we will begin work to renew this charter so
that we do not have a lapse. Another item of mention is that our
NACMCF subcommittee, the Subcommittee on Control Strategies for
Reducing Foodborne Norovirus Infections, has an upcoming in-
person meeting scheduled in May. That will be May 8-10, and
we’1ll have information on our website about that meeting soon.
The group is going to be working here in Washington, DC. Next, I
wanted to say that our meeting today has a public comment period
listed on the program. Please note that we are soliciting
comments only related to the AMS project and report that Spencer

Garrett is going to cover today. We are not asking for comments
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beyond the scope of the NACMCF report being discussed today. For
guests wishing to make public comment please let your operator
know that you want to comment, and we will take you in turn
during our public comment period, and you’ve already been
instructed on how to get in the queue for that. Please limit
your comments to five minutes. The last thing that I wanted to
say 1s that Spencer and the Micro Criteria Subcommittee and
assisting experts worked extremely hard on this project.
Everyone just stepped up to the plate to make this happen. I
just wanted to give many, many thanks for your efforts on this,
especially to the assisting experts. Now, I wanted to move on to
our AMS speaker today, Dr. Craig Morris, Deputy Administrator of
the Livestock and Seed Program. He 1is up next to give us some
background on the federal purchase of ground beef for the School
Lunch Program, and on the AMS charge to NACMCF, and let me now

turn the floor over to Dr. Morris.

Craig Morris: Thank you, and I would also like to thank Dr. Hagen

and everyone on the National Advisory Committee on
Microbiological Criteria for Foods, or I’11 refer to it for the
rest of the time as NACMCF, for the opportunity to be with you
today, to discuss this important partnership between
Agricultural Marketing Service, or AMS, and the NACMCF. Before I

begin, as I know there have been a number of questions
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pertaining to this over the past couple of weeks, I want to
clarify for those listening in, the NACMCF current charge does
not include a review of the inclusion of lean, finely-textured
beef, or LFTB, into the National School Lunch Program, or NSLP,
ground beef items, and this issue will not be discussed during
this teleconference. Also, the testing of non 0157 Shiga toxin
producing E. coli, or STEC, was not evaluated by NACMCF during
this current charge, and therefore will not be discussed during
this teleconference either. However, NACMCF will be reviewing
the testing of non-0157 STECs in the future for possible
inclusion in program requirements. AMS is seeking NACMCF's
advice on two separate work charges. The recommendations
presented today are in response to the smaller and first of
these two requests, representing AMS’s priorities to assist in
the purchase of ground beef for the 2012-2013 school year. This
will allow AMS to modify the purchase document requirements
prior to the agency industry meeting that will be held April 19-
20, 2012, when AMS will present any changes for purchases
delivered starting July 1, 2012. The larger work request, the
second request, will cover all food safety requirements of the
Federal Ground Beef Purchase Program, and will be submitted to
NACMCF at a later date. USDA intends to use the report as a road

map to continue to strengthen its specification development
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processes. AMS purchases ground beef for USDA’s NSLP, which
provides nutritionally-balanced, subsidized or no-cost meals to
over 31 million children each school day. For fiscal year 2011,
our purchases totaled some 165 million pounds of items, ranging
from bulk coarse ground beef to cooked beef patties. Regardless
of the item, the safety of foods purchased for the NSLP and
other federal feeding and nutrition-assistance programs is a top
priority at USDA. First and foremost, USDA’s federal purchase
ground beef food safety requirements are in direct compliance
with all applicable Food Safety and Inspection Service, or FSIS,
regulations, notices, and directives. FSIS is primarily
responsible for the safety of meat and poultry products, whether
purchased by USDA, or for use in restaurants or grocery stores.
The Federal Purchase Ground Beef Program is built on these FSIS
requirements. Since the 1990s, AMS has coordinated technical
requirements, development, and modifications with FSIS and the
Food Nutrition Service, or FNS, for food safety and nutritional
requirements respectively. AMS signed a memorandum of
understanding, or MOU, on February 2, 2010, to further ensure
effective, efficient, and coordinated activities promoting food
safety and public health at regulated firms that supply products
to the NSLP and other federal food and nutrition assistance

programs. The Agencies now provide a wider range of information
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and intelligence sharing than they previously did, particularly
as it relates to real-time food safety issues. AMS entered into
another formalized agreement with the Agricultural Research
Service, or ARS, in April of 2010, to systematically review all
food safety requirements for each of the specific items
purchased by AMS. There have been multiple reviews conducted
across different commodity lines, with modifications being made
as a result of the recommendations. In December 2010, the
National Research Council, or NRC, of the National Academy of
Sciences, or NAS, released their report, which USDA requested,
on the food safety requirements of the USDA Ground Beef Purchase
Program. NRC concluded that the current robust specification
requirements for ground beef have been protective of the health
of the recipients in Federal Food and Nutrition Assistance
Programs over the past decade. The findings and recommendations
clearly indicate that there is no single scientifically wvalid
solution to ensure food safety, although we were encouraged to
develop a formalized relationship with the NACMCF, to ensure we
have a very transparent and robust review of our program. So
that leads us to today, and the result of their review. We look
forward to the Committee’s discussion, and the NACMCF’s final

recommendations to AMS. We appreciate the commitment of the
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Committee members and technical experts to this important

charge. Thank you very much.

Gerri Ransom: Thank you, Dr. Morris, for the background. You set the

stage for Spencer to begin. Next on our agenda is Mr. Spencer
Garrett, chair of our Subcommittee of Microbiological Criteria
of Indicators of Process Control or Insanitary Conditions.
Spencer’s group has brought a final draft report on the AMS food
safety questions to NACMCF today, and we’re going to consider

this report for adoption. Spencer?

Spencer Garrett: Thank you, Gerri, and it’s indeed a pleasure and

singular honor to have worked with this group to address this
important issue. Just a few housekeeping issues as we move
forward. Everybody should have the latest draft, which is March
28, 2012. And on this draft, you’ll see there are lined - the
lines are numbered. What I would like to do is for everybody
just to make sure, because oftentimes when you print something
out, the lines may not be the same among and between different
printers. So what I would everybody - would like to do, let’s
just do a reality check here. And I'm going to throw out a few
line numbers, and if you would, let’s see if they say the same
thing on your copy. For example, line 185. Line 185 should
indicate the USDA-AMS, working with the Food Nutrition Service,

FNS, the food safety. Does that correlate with most people?

18



417 FS: Yes.

418 Spencer Garrett: Okay. Now.

419 Spencer Garrett: How about other members or expert committee

420 members? Okay, without exception, then, let’s move to.. Let’s
421 move to line 408. 408. In my copy, that’s actually on page 10.
422 And that line indicates, “ screen positive results may be

423 confirmed with cultural or non-cultural tests,” lower-case a.

424 Gerri Ransom: We see it, Spencer.

425 Spencer Garrett: Does anybody not see it? That’s as much ground-
426 truthing as I want to go through. The second point that I want
427 to make out is that we’re actually in - we actually occupy here,
428 in Pascagoula, Mississippi, the newest federal laboratory that’s
429 been constructed. And everything works, except the telephones.
430 And what happens oftentimes is we may have up to a 20- to a 30-
431 second silence. We can hear you, but you cannot hear us. So

432 we’1ll just work through that, and remember, we can hear you, but
433 you can’t hear us. Okay? The second thing that doesn’t seem to
434 work too well is, we had our second fire alarm system yesterday
435 - or last Friday, rather, and it didn’t work either. So we’re
436 working on both of these - both of these anomalies. Then, if we
437 look at the title page, it’s my intention to go through this

438 document page by page. And our - our telephone facilitator has
439 indicated to you what you would - what she would like for you to
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do about raising your hand and so forth, and it’s my
understanding she’1ll - she’ll refer those questions to us, or
you can — she’ll log those questions in. The first page is - oh,
and let me say two other things, before we begin. The school
lunch program - the National School Lunch Program, and I’ve been
with the government now for 46 years. And in my entire career,
it seems to me that this is one of the most outside-reviewed
programs in the United States government. It’s received numerous
GAO reports, as Dr. Morris said, it’s the.. The National Research
Council reviewed, they’ve had their own Inspector General review
that have their own departmental in their - internal compliance
review, control review. And so it’s a well-reviewed program.
Because of that, we were able to make the very tight deadline
for this expedited review, because many others have already
looked at many of the same issues that we looked at, and we
either confirmed them, or we made some recommendations for some
modifications. So what I intend to do is go through page by
page, and we’ll see what happens. Now, the first page is just
merely the title page. I presume we all can agree with that. The
second point that I want to make as well, is until the entire
Committee adopts this report, and it’s released by the - because
we will be making some modifications, I'm sure, until the final

report is released by the Executive Secretariat of NACMCF, this
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document is a pre-decisional NACMCF draft document, and it
should not be quoted or attributed to. Page two is merely the -
page i, rather, lower-case i, is merely the table of contents.
Without exception, then, we’ll move forward to page one. Which
is the Executive Summary. And I would point out that within the
Executive Summary itself, on line.. 78.. That the Committee agreed
in the overarching conclusion that regardless of adverse
speculation relative to the USDA National School Lunch Program,
NSLP, it’s past tenure food safety record has been exemplary.
And moving down from there are the three specific charges that
AMS asked NACMCFEF to review. And then beginning on line 100, we
made - in the Executive Summary, we just carried forward the
recommendations. And in question one, you’ll see our
recommendations relative in lines 102 through 107, inclusive.
Excuse me. Without exception, then, we’ll go to page two.
Beginning with line 109 in page two, you’ll see question two,
recommendations.. Beginning with line 135 on page two, you’ll see
the recommendations - the beginning of the recommendations
pertaining to guestion three. On page three, beginning on lines
146, going down to line 182, are the recommendations relating -
the remaining recommendations relating to question three.. Moving
on to page four, there’s an indication of the background,

relative to what led AMS requesting NACMCF assistance,
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specifically indicating what the National Research Council
provided. And in fact, others who’ve reviewed - have reviewed
the program, such as GAO, the Inspector General, and others,
have had similar - have indicated similar recommendations
relative to ensuring that the science that supports the School
Lunch Program is reviewed periodically with a determination as
to its efficacy. Moving on to page 5, again, now, we’re getting
out of the Executive Summary, and in the report we’re indicating
specifically what the three charges were again. And you’ve seen
that earlier. Moving down to line 250 on page five, you’ll see
the first question. AMS is considering eliminating the
requirement to test for Staphylococcus aureus from the Federal
Purchase Ground Beef Program, and AMS asked NACMCF to provide
considerations and scientific discussions regarding this action,
with respect to public health. Moving on to page six, then, we
begin our findings in line 256. And we begin indicating what
those findings were, relative to question one, beginning on line
257.. Moving on to page seven.. You’ll note table one indicates
the total samples positive for >10 colony-forming units per gram
for coagulates positive Staph. aureus, using the Baird-Parker
plating method, and different types and kinds of sampling, and
so forth. You’ll also note that the Committee did, during our

deliberations; the question was raised, should the program be
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looking at methyicillin-resistant Staph. aureus, or MRSA staph,
as an emerging public health concern? It indicates that MRSA is
known for causing pyroderma and other soft tissue infections,
like cuts, wounds, and abrasions, but the Committee also
recognized that while the MRSA has been isolated from raw beef
in the United States in Table 2, which indicates the sampling
location for those isolations, and recognizes although cross-
contamination with antibiotic-resistant S. aureus may be a
pathway concern in the future, at this time ingestion is not a
recognized pathway for MRSA infections, and therefore is not a
relevant microorganism, to be included in the raw beef purchase
specifications. It also concluded, based on the above, that
eliminating Staph. aureus specific testing will not negatively
impact the safety and quality. Exclusion of such will not affect
the safety and quality of ground beef in the National School
Lunch Program. Moving on to page eight, the second question is,
should AMS consider the use of alternative screening procedures
beyond those stipulated in the FSIS Microbiology Guidebook, in
parenthesis, the MLG. And if so, would the AMS testing program
results be comparable to FSIS’s verification testing programs,
and therefore useful to FSIS? What should be considered in
distinguishing acceptable and unacceptable alternative screening

procedures? Is it appropriate to allow alternative sampling
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MOD:

preparation - sample preparation procedures, such as portion
size, enrichment broth, portion-to-broth ratio, enrichment
times, and temperatures, and so forth, which differed from the
MLG, or which differed from by AMS’s designated laboratories.
You can see the findings there, which go from line 321 through
line 342, and we’ll continue on the next page, page nine. We’re
all agreed, on page 343 - I'm hearing a repeat of myself. Did
somebody have their hand up? Excuse me.

No, I don’t believe so.

Spencer Garrett: Okay, thank you. I just heard - I heard somebody

else, but it was me. Part of my split personality, I suppose. On
line 343, then down through line 380.. Moving on to page 10, from
380 down to line 407. Then beginning with line 408, down through
line 418 on page ten, it indicates what the - excuse me, FSIS
guidance is. Essentially, relative to method comparability.
Moving on to page 1ll.. That goes through line 423. The
conclusions then drawn, relative to gquestion two, are from line
426 down to 445. And they are contained in those five bulleted
items under the conclusions subheading on line 425.. Then the
recommendations relative to question two begin on line 448, on
page two. And go through line 470 on page 12. And the
recommendations are contained in those five bulleted items.. Also

on page 12, it was thought that we needed to include some
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definitions.. Because people oftentimes perhaps misuse
definitions, or actually have different scientific or technical
notations. So we felt that it would be helpful for at least -
for people reading and understanding this document, what the
definitions were relative to question two. You’ll see some more
in question three. Which takes us to page 13. In page 13, on
page 13 rather, question three is repeated on line 490 through
494 . And our Subcommittee, in beginning to address question
three, thought that perhaps it should be clarified somewhat for
ease 0of - restructured to - for ease of examination and
discussion. And that is - clarification is line 496 down through
and including 503.. We have one question here, from Susan, that
the.. That the lot should be sampling for 1 and 5, and it needs
to be made clear what the n is, the n in 5 is, for a lot or a
sublot. And I think that could be handled with the - the
approval of the Committee in the editing process that this final
document must go through. And so that - that should - that
comment should be accepted. Without exception then, we’ll move
on to page 14. Again, Susan indicated on line 549 and 550, n =
5, collected every 15 minutes - excuse me, n = 4, collected
every 15 minutes. Still would clarify - are four sample units
taken every 15 minutes, or 1 sample every 15 minutes? That

becomes n = 4 after an hour. This needs to be made crystally
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clear. Without exception, I would suggest that we handle that
during the - during the editing process.. Without exception,
then, moving on to page 15. It is recommended that lines - line
565, where it begins, “In addition to FSIS inspection, all

”

donated meat,” et cetera, through line 569, be deleted.. Again,
without exception then, we’ll delete that. Moving on to page 16,
then, in line beginning 599, the subheading “Prevalence of
Salmonella and E. coli 0O157:H7”. Again in line 631, at the very
end, which.. Indicates 2010. Susan again has a comment. Any
information from the study on cross-contamination? I would
mention the findings here, especially since we mention that as
an argument for why our recommendations are justified for the
concerns in the raw product. Hearing no objection, we’ll take
care of that during the editing process. Moving to then page 17,
beginning with line 637, and for ground-truthing again, line 637
should read, “Through the Federal Purchase Ground Beef Program,
Y (NAS 2010)’. Similarly, no confirmed.” Does anybody have a
document that does not say that in line - that does not indicate
that, rather, in line 6377 Sensing no objection, moving on to
page 18. Susan has another comment. In line 692.. And she
indicates, after plan, somewhere in this paragraph is a where
citation is needed to explain why they’re putting an entire

day’s production, from cleanup to cleanup, is not
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microbiologically justified. That hotspots work their way out of

a system, and therefore help justify the shoulder diverting

only.
Gerri Ransom: Spencer, can you hear us?
Spencer Garrett: Yes.

Gerri Ransom: Okay, we’re just doing a test. Somehow, we - we were
muted. But we’re back.

Spencer Garrett: Oh, would you like to take us back to a previous
page?

Gerri Ransom: No, no. Luckily, we were okay.

Spencer Garrett: Okay. Again, I suggest this be taken care of
during the editing process. Moving on to page 19, then. I want
to read.. Again in line 712 and 713. 712 says, “Compliance and
the consequence of non-compliance. Therefore, identifying an
appropriate” continuing on line 713, “sampling plan is not

”

purely a statistical matter.” I trust everyone’s line - 712 and
713 indicates that. Moving on to page 20.. Without exception,
moving on to page 21. Without exception, moving on to page 22.
Without exception, moving on to page 23. Without exception,
moving on to page 24.

Gerri Ransom: Spencer, this is Gerri. We’re getting word that

there’s a - you possibly skipped page 21.

Spencer Garrett: No, I didn’t think I did.
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Gerri Ransom: Okay, we have a report - we heard you go 20 to 22, so

maybe you just were going fast.

Spencer Garrett: Yeah, it very well could have -
Gerri Ransom: That’s what happened, the phone went out.
Spencer Garrett: Yeah, exactly.

Gerri Ransom: Okay. You had a period of silence.

Spencer Garrett: For 20 seconds.

Gerri Ransom: We missed a page during your silence.

Spencer Garrett: Do you have a comment on that page? Without
exception, then, page 22 again. Without exception, then, page

23. Moving on to page 24, which begins the recommendations. Or,

excuse me, which includes recommendations, starting on line 907..

Gerri Ransom: Spencer, we lost you again to a period of silence. I
apologize to everyone on the phone.

Spencer Garrett: That’s okay. I believe you had a.. Let me look
here. Seems to me like you had a question here. That goes back
to -

Gerri Ransom: Spencer, who had a question?

Spencer Garrett: I believe it was Dan, and actually, it went back

to the Executive Summary, so let’s Jjust park that boat in a

marina and we’ll go back, okay? Remember, I'm the fish guy. I’'1l1l

take us back there. Moving on to page 25, then.. And also I want

you to know, beginning on - to notice, rather, on line 956,
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647 again we have definitions for how different words and phrases

648 and sentences are - are used. And number two there I want to

649 repeat. Confidence statements. Confidence applies to an event
650 after the event has occurred. For example, suppose a lot has

651 been sampled and rejected because a pathogen has been detected
652 in the sample units. For that rejected lot, and based on the

653 sampling plan used, one can state with 95% confidence that, for
654 example, 0.5% or more of the sample units in the entire lot will
655 test positive for that pathogen. Note: this is an example of a
656 confidence statement, not a probability statement, because the
657 lot is known to have been rejected. Table three in the text

658 provides confidence statements about rejected/accepted lots, not
659 probability statements. Strike-out accepted. And we’ll need to
660 take care of that in the editing process. Then, if you’ll move
661 forward to page 26, without exception. In line 972, the

662 definition of probability statements occurs. Probability applies
663 to an event before the event occurs. For example, suppose a lot
664 has a 1% prevalence of a certain pathogen. It could be shown

665 that there’s a sampling plan that will detect, with 95%

666 probability, the presence of that pathogen in the lot. Note:

667 This is an example of a probability statement, because the event
668 of sampling and testing has not yet occurred. Frequently in

669 practice, 95% probability is replaced with 95% confidence, which

29



670

671

672

673

674

675

676

677

678

679

680

681

682

683

684

685

686

687

688

689

690

691

692

is technically incorrect. See confidence statement, above. So we
wanted to clarify that again. That’s something that sometimes
not necessarily misunderstood, but misstated. Then moving on,
when - for the references, beginning on page - on line 998 for
question one. Those references continue on from sentence - from
line 1011 through line 1023, on page 27. The references for
question two that are quoted begin on line 1025, and goes
through line 1043. Question three, the quoted references begin
on line 1045 and go through to the next page, line - page 28,
and also pages - page 29, all the way down through line 1114.
Madam Chair, Mr. Vice-chair, with the reading of this report,
and noting the edits that need to be made, I would move that the

report be adopted by the Committee.

Elizabeth Hagen: Thank you, Spencer. Do we have a first and a

second motion from the Committee to adopt this document as final

with the edits that we’ve agreed upon?

FS: This is Angela Ruple. I’d make the motion that we accept the
document, as agreed upon by this Committee.

FS: Kathy Glass, University of Wisconsin, Madison. I second the
motion.

Elizabeth Hagen: Okay. The first and the second motions have made,

and there’s the document adopted. So thanks, Spencer. The work

that you and the Subcommittee did is very, very much
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appreciated. Congratulations on the adoption of this final

document. So Spencer, what are our next steps here?

Spencer Garrett: Well, the next steps then, of course, would be

Madam Chair, would be to make the edits here, and then issue the

document, and then I'm sure the document through the Executive
Secretariat’s office would be perhaps re-edited, relative for
publication in a journal, such as the Journal of Food
Protection, and so forth. And then, relative to our
Microbiological Criteria Subcommittee, the next steps there -
remember, we deferred working on the DOD work so we could get
this expedited review through for the fiscal year 12-13
purchasing session for the National School Lunch Program. So
what we begin to do, then, is revert back to and pick up where
we left off on the DOD charge. And given the time, and the fac
that when the charter runs out and so forth, what I would
consider doing, what I would wish you and Mr. Landa would
consider agreeing to, would be to let us go ahead and have a
phone conversation in a couple of weeks relative to that
document, and we have - we have done quite a bit of work on
that. And I would like to institutionalize that, so when the
next Committee comes on board they can pick up where we left

off, and continue to complete that.

t
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Elizabeth Hagen: Okay. That makes a lot of sense, Spencer. I think

that we can - we can arrange that. So Gerri, you want to move us

into the next part of our program here?

Gerri Ransom: Okay, we are now going to move on to our public

MOD:

MS:

comment section of the meeting. Please be reminded that we are
soliciting comments only related to the project and document
Spencer Jjust covered. I will ask our operators to bring on our
folks who would like to make comments. Emily, can you let us
know how many folks do we have that wish to make comments at
this time?

At this time, there is one person. Just a reminder, if you’d
like to ask a gquestion or add a comment, you can dial *1 and
you’ll be notified when your line is unmuted.

Yes. This is Tim Lawruk, from SDIX, and I had a question or a
point of clarification for line 437, that addresses the
enrichment and sample preparation procedures. And it states that
the Committee needs additional time and data to address the
appropriateness of changes to enrichment and sample preparation.
So I guess, my point of clarification is, does this then assume
that sample enrichment and preparation still has to follow the

MLG?

Spencer Garrett: The answer to that gquestion is yes.

MS:

Okay. Thank you.
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MOD: We have one more comment, if you have time.

Gerri Ransom: Yes we do. We’d like to take additional comments.

MS: Good afternoon. This is Jim Byron with XGenex. It is recognized
in the industry that AOAC RI validation requirements for 0O157:H7
test kits are actually a lower-performance standard compared
with FSIS published guidelines for test-kit validations. I would
just ask that you consider the lines 118a and 358b, where AOAC
validation is accepted, and consider that - reconsider that
until such time as AOAC-validated methods have been demonstrated
in independent third-party laboratory validations to perform at
least equal to methods meeting FSIS test-kit published
guidelines.

Spencer Garrett: The note’s duly made.

MS: Thank you.

Spencer Garrett: And the way that would happen, let me - I think T
should explain that. Is there’s going to be a follow-on group
with us, because we’re almost done now on this particular
document. But that will probably be addressed - that would be
addressed there.

Gerri Ransom: Thank you, Spencer.

MOD: I am seeing no further comments.

Gerri Ransom: Going once, going twice. Do we have additional public

comment?
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MOD: No hands.

Spencer Garrett: Well, let me just say then in conclusion that I

certainly appreciate all that have worked so diligently on this.
I certainly appreciate the.. the debate and the discussions that
we had, and the enrichment of those discussions by everybody
that contributed. And I think it’s a job well done in a short

time.

Elizabeth Hagen: All right, so we’re at the close of this NACMCF

plenary meeting. Congratulations, everybody, on the adoption of
this final report, and my thanks especially again to Spencer,
and to the whole team that worked on this and everybody who
participated. This is really important work that we’ve completed
here, and we really, truly appreciate it. Gerri, is there

anything else?

Gerri Ransom: Thank you for everyone’s participation today. And I'm

going to go ahead and call the meeting adjourned. This closes

our March 28, 2012 NACMCF plenary session.

MOD: This concludes our program. You may now disconnect.
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