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PROCEEDI NGS

10: 13 a. m

CHAI RVAN KI MSEY: Welcone. This is Paul Kinmsey in
Ri chnond. And we'll go around the room and i ntroduce
our sel ves.

RESEARCH SClI ENTI ST ZABALA: Zenai da Zabala with
t he Drug Lab.

RESEARCH SClI ENTI ST BUTENKA: Nat al | i a But enka,
Food and Drug Lab.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Clay Larson, Food and Drug Lab.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Robert Haas, Food and Drug Lab.

CHAI RVAN KI MSEY:  Paul Kinsey, Departnent of
Public Health.

COWM TTEE MEMBER WONG  Kenton Wng, California
Associ ation of Crimnalists.

Menber of the Public: Linton Von Berol dingen,
California Departnment of Justice.

RESEARCH SCI ENTI ST THANDI :  Har by Thandi ,
Department of Public Health.

CHAI RVAN KI MSEY: Ckay, and our stenographer.
Want to introduce yourself?

THE REPORTER: M nane is John Cota with Ehlert

Busi ness G oup.
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CHAI RVAN KI MSEY: Ckay. Well again, wel cone.
This is our eighteenth neeting of The Forensic Al cohol
Revi ew Commi tt ee.

W sent out a packet with sonme materials. As part
of that packet there is an agenda. Any comments on the
agenda before we get started?

kay, hearing none, we have sonme openi ng remarks.
Again, this is Paul Kinsey in R chnond. Just to let you
know t hat we have a new managenent team here at the
Department of Public Health that were appointed in June.

Dr. Ron Chaprman, a physician, famly physician
fromfornerly the Health O ficer of Solano County is the new
Director of the Departnent of Public Health.

Kat hl een Billingsly is the new Chief Deputy for
Policy and Prograns. She is who |I report directly to.

And we have a Chief Deputy for Operations which is
our adm nistration side of the house. The new Chief Deputy
is Daniel Kim K-1-M

O her departnental business, | don't think there's
anything nore relevant to this group. Any other coments
for opening remarks?

(No response)

CHAI RVAN KI MSEY: W can nove on to the agenda
then. W' re going to be tal king about the subcommttee's

proposed revisions to the Forensic Al cohol Comrittee's Draft
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Regul at ory Work Product.

Alittle bit of background. The Conmttee sent a
| etter of Decenber -- the Committee |letter was sent Apri
21, 2010. Sending our work product to the Health and Human
Servi ces Agency for comment.

W received back a letter on Decenber the 15th
wi th coments and suggested areas of, | guess we'd say,
addi ti onal work.

The Conmittee at our last neeting did set up a
subconm ttee of Jennifer Shen and nyself to | ook at these
four areas of the package and how we mght, as a commttee,
respond to Agency's and Departnent's concerns about the
removal of the Departnment fromcertain areas of oversights.

The Conmittee met -- | don't know Jennifer if you
can renmenber the nunber of times, but | would say, four or
five times since our last full Commttee neeting hearing.
The subcommittee did neet for four or five times which is
Jenni fer and nysel f.

And we, Jennifer and I went over and you have in
your packet fromthe programthe ideas for forensic al cohol
anal ysi s regul ati ons.

This was proposed by the programw thin the
Depart nment .

Jennifer and | discussed this and | think we as a

full Commttee will discuss it.
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And then you al so have sone areas that the
subconm ttee, Jennifer and I, had sone di scussi ons upon
whi ch i s another docunment that you have.

What | woul d propose, | nean if anybody wants to
sort of add to that history or correct nme; feel free to.
But what | would al so propose is that we as a full commttee
hear fromthe programon their docunment entitled, "The |deas
for Forensic Al cohol Regulations”. And then we hear from
t he subcomm ttee about their docunent. And then we have a
di scussi on afterwards about where the Conmittee wants, the
full Commttee wants to go.

Does that seem|ike a gane plan? Any comrents
from San Di ego or Sacranento?

MR. LYLE: Bruce Lyle, that sounds good.

CHAI RVAN KI MSEY: Ckay. Geat. Then I'll have
soneone fromthe Departnent's program Cay Larson, go
ahead and tal k the docunent that they put forward to the
subcommi tt ee.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah. At the last neeting, actually in response to sone
requests fromnenbers at the |ast neeting for some ideas
that woul d both respond to the concerns shown in the
Decenber 15th letter and at the sane tine enhance the
efficiency; and | think the word that was favored at the

Comm ttee was, "nodernize" the regul ations or nodernize the
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programto take advantage of conmercial and accreditation
organi zations in such a way that we could reduce the direct
i nvol venent of the Departnent in the program but stil

mai ntai n state-Ievel oversight.

So in April we put together, we covered the core
areas of the current oversight program proficiency testing,
qgqualification of |lab personnel, site inspections, approval
of training and then we added, access to records since
that's related to the other four.

And we cane up with sone new i deas. Sone of them
will take quite a bit of work both in crafting regul ations
and in establishing partnerships.

But in the area of proficiency testing we proposed
that one idea here is that the Departnent would no | onger be
involved in the direct production of PT sanples but rather
woul d use commerci al proficiency sanpl es.

We woul d continue to evaluate the results. W
woul d actually enhance the requirenments a bit in that we
woul d, consistent with our current programwe would require
the labs that have nultiple nethods to participate in the
proficiency tests for each nethod.

As | say, we would require |labs that had an
unsati sfactory performance on the proficiency test to
provide a witten description of the corrective action it

t akes.
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The qualification of |ab personnel would renmain as
it is nowwth the exception, again, that the PT
requi renents woul d be perfornmed by a, using a comerci al
provi der.

We added site inspections. Currently as a nunber
of nmenbers have pointed out or the comrttees have pointed
out extensively in their I1SOR there are site inspections
bei ng perfornmed by accreditation bodies such as ASCLD.

The thought was that we could partner with ASCLD
and utilize their inspections. | think we would have to
enhance the inspections.

And | think if we do a basic side-by-side
conpari son of the ASCLD/ LAB and the Departnent's regul ations
-- although it may be open to debate, | think Jennifer in
her comments notes that the clear issue that's not subject
to nmuch debate is that ASCLD doesn't cover breath al coho
analysis at all presently.

So, we actually have to upgrade, if you will, the
ASCLD/ LAB i nspection programto incorporate that and sone
other things. And they're listed in the docunent.

And then approval of training. This is probably
not as well understood as the others.

Every state regul ated breath al cohol analysis. 1In
many states, especially the smaller states, the state agency

sinply does all the training. They do all the certification
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of personnel.

California is quite a bit different in that we
distribute that potentially to 40 |abs. But the state stil
mai nt ai ns oversi ght by having the authority under the
regul ations to approve the training prograns.

So, we would argue that that needs to be continued
in order to ensure the conpetence and consi stency of breath
al cohol analysis testing in California.

And there's in this point in tinme no accreditation
body that covers that. So, the area of training would
basically be the sanme regulatory requirenents that currently
exist. There doesn't seemto be any opportunity to partner
wi th ot her people.

And then access to records is just a general
requi renent that, you know in order for the Departnent to
neet the statutory mandate of 100725 to enforce the |aw on
the regul ations, still we have to know what people are doing
and so there's two sections in the current regul ations that
describe the Departnent's access to records and | think
t hose need to be retained.

And then we took one nore shot at sonme additional
i mprovenents in the regulations that don't directly relate
to the Decenber 15th |etter but we thought were worth one
nore | ook.

So that's about it.
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CHAI RVAN KI MSEY: And those additional ones were
| aboratory registration, collection and handling of
sanpl es --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Ri ght.

CHAI RVAN KI MSEY: -- collection of sufficient
sanpl e vol unes, nai ntenance of equi pnent in good worKking
order, reviews of witten nmethod descriptions, experinental
denonstrati ons of nethod performance, witten descriptions
of procedures for the periodic determ nation of accuracy of
breath instruments and prelimnary al cohol screening tests
and continuous observation of subject prior to breath test.

Any questions for Clay at this point? Qoviously,
we'll get into a broader discussion. But if there's an
overwhel m ng question at this point, we can take a question
for C ay.

(No response)

CHAI RVAN KI MSEY: |If not, we can nove on to the
subconmi ttee ideas. Jennifer would you m nd wal ki ng us
t hrough that?

COW TTEE MEMBER SHEN: No | wouldn't. So what we
spent our tine talking about is the requirenent -- we want
to be able to accommbdate the state oversight in a highly
efficient fashion.

And what we're really trying to get rid of is
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duplicating our efforts. And we're trying to nodernize our
approach. That's kind of what we were | ooking for.

So, | can go down the sane list. W didn't do our
-- our list isn't quite as detailed. But as far as
proficiency testing goes we're | ooking for non-duplication
of effort. So | think that day is kind of on board with us
t here.

We are | ooking at conducting our proficiency tests
that are provided by an approved provider. And then we
woul d forward our final results to the state. And | think
we have a little bit, a different idea on how that would be
handl ed.

You know, ASCLD/ LAB and the nmajority of
| aboratories -- we are focussed on testing the individuals.

And so we would have to continue to do that.

W want to test the individuals. | think that
those test results would be | ooked at and approved or the
| aboratory woul d be given a pass, no pass based upon the --
what the requirenents of the provider are; not what the
requi renents of the state are.

So there's probably sonmething we need to work out
t here.

As far as qualification of |aboratory personnel,
really think I would like to see us go down the route of,

you know, the Departnent provides criteria that need to be
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i nparted to new personnel .

So here is a list of lecture topics. Here is an -
- and here are the things that the state wants covered. And
| think it really is going to be need to be left up to the
| aboratories thensel ves, the | aboratory nanagenent
t hensel ves to provide that training.

So if we were given sone sort of outline and then
the | aboratories were responsible for inparting that
information in a manner that each particular |aboratory saw
fit that those records would then be available for state
review if need be.

So, you know, can we take the burden of the work
off of state and put it on the | aboratories thensel ves; but
we woul d have to be follow ng, you know, guidelines approved
by the state.

As far as site inspections, | believe that the
accreditation site inspections are all that we really
require. They're very thorough.

We do need to tal k about the breath program
agree that's a problem However, ASCLD/ LABS is givVing
certifications in the breath programif you apply as a
calibration | aboratory which San Di ego Police Departnent is
goi ng to be doi ng.

In that case is quite -- the oversight of that is

guite expensive and | think would take the place of any need
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11

for the Departnment oversight.

So, | guess I'msort of thinking that we could
of fer up | aboratories that have not gone that route.
They' ve not been accredited in the area of breath
calibrations then they nay need to have depart nent al
oversight instead. That's sonething that we tal ked about.

But | think the -- actually the inspections are
rat her thorough. And | don't know how much nore, | don't
know how easy it's going to be for the state to try get the
ASCLD/ LAB i nspectors to follow the state's guidelines.
don't know how that would work. It's an option though.

In training, | don't really see a problemw th the
Depart ment keepi ng oversi ght of the training programfor the
breath operators. And | think that's what we've got going
on now. | don't see that really as a problem

Access to records, | think our thought was that,
you know, our records are accessible to really anyone who
wants them Certainly the state can cone in and take a | ook
at those records at any tine.

We have to produce records for, you know, court
cases, public defenders, public records requests et cetera.
So, you know, that's sonething that we can tal k about.

| don't see us going down the road of |aboratory
registration, again with the state. 1 think since all of

our | aboratories, all our governnent |aboratories are, in
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12

fact, accredited I think that that is covered.

The thing that Paul and | tal ked about which |
t hought was of interest, you know, how can we get this
i nformation out to the people who need it? And how can they
show us that we are, in fact, doing what the state requires.

And so we tal ked about the website which we can tal k about
in nore detail if you' d like to.

But we thought a website that is accessible by the
public where the | aboratories will sit along with the
accreditation status and the accrediting body and sonet hi ng
i ke, you know, proficiency tests, up to date and which
anal ysts in our |aboratory are, in fact, approved for
testing woul d be sonething that m ght be very hel pful.

So that would be oversight that the state has in a
very sinplistic formthat the public could access and then
we woul d have to provide the docunentation to ensure that
the status on the website is accurate.

So those are sone of the ideas that we were
| ooking at. | guess in my m nd one of the nost inportant
things we were looking at is that what we put in Title 17 is
sonmething we all agree we should follow. And we follow that
and not hing el se.

But I want it clear so that there are no, that
parts of it are not subject to interpretation which is sone

pl ace we' ve been going in the past and |I'd rather not go

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O N W N B O © O N o 00 M W N R O

13

t here agai n.

So what we want to put in there is guidelines that
are extrenmely clear that everybody is on board with and
everybody follows and that's all we're required to foll ow

Those are ny thoughts.

CHAI RVAN KI MSEY: Thank you. And just real
qui ckly since Jennifer and | represented the subcommttee,
"1l make sone conments al so.

What Jennifer expressed is, | agree with the
accuracy. As an exanple in another area when we're talking
about inspections and inspectors comng in and inspecting
for an organi zation's purposes and possibly al so for
gover nment purposes as was nentioned; as an exanple, the
state of California is the, oversees and inspects for the
federal Center for Medicaid, Medicare Services Cinica
Laboratory Programin California.

So our state inspectors go into the clinical
| aboratories. They | ook at those | aboratories for federal
conpliance to the federal CLIA requirenents and at the sane
time those sanme inspectors | ook at those clinical
| aboratories for state purposes, for state regul atory
conpliance since it's not the sane prograns.

So a single inspector | ooks at federal conpliance
requi renents and al so state requirenment conpliance. And

that program seens to work quite well in that context.
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14

So obviously it requires, you know, sone
agreenents and |ike Jennifer was saying that there's, you
know, sort of clear understandings of what Title 17 is and
what is the federal requirenents, you know, for those
i nspectors so there's no confusion.

Now t hose are state inspectors for governnenta
pur poses but al so under the federal program the federal
program for CLI A does have what they call, organizations
that they give, "deened status".

In other words, |I'm blanking on a nanme of -- oh,
ASCP, the Anerican Society of Cinical Pathologists, a
private organization simlar to what ASCLD is. They have
recei ved, deenmed status, fromthe federal governnment to
i nspect for federal purposes.

So that inspector is not a federal enployee, is
not a state enployee, it's a ASCP enpl oyee. They i nspect
those | aboratories for federal purposes.

And so | think what |'"mgetting around to is |
think there's some nodels or sone exanples that we can | ook
at for a conmbi ned program | ooking at onsite inspections
since a mpjority or all; and that's sort of a significant
i ssue because | think we have to keep in mnd that these
regul ations are for anyone doing forensic work or forensic
al cohol work in California.

And we tal k about majority sonetines but we have
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to be careful that what we wite into these regulations is
going to be, everyone is going to be held to that
responsi bility.

But anyhow, | think there's some opportunity to
work with, you know, ASCLD and ASCLD-I|i ke organizations for
sonme of this onsite inspections.

Usual ly as we've tal ked about in the past there's,
you know, one percent or two percent where the state
actual ly does the inspections just to sort of, you know,
have the ability to sort of keep track of what's going on
out there with these organizations; and then also for cause
if there's a conplaint.

Sonetinmes the state inspection is considered nore
wor t hwhi | e.

Let's see, what else fromour discussions -- |
think the website, we really, | think we both felt that that
was a good idea. It would obviously take sone doing to get
it set up. But it's getting the information out to the
public, to the attorneys, the prosecuting attorneys, defense
attorneys, everybody invol ved about the status of a
| aboratory neeting the requirenents and those that, you
know, are were not neeting the requirenents.

We sort of had a list of things that m ght be on
that. But that would require quite a bit of detail. W

sort of went to having a |ot of things check off boxes to
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having just a few check of f boxes because if you're not in
conpliance, you're not in conpliance to sone extent.

VWhat else fromny thinking -- but 1'll just sort
of start the discussion a little bit. | perceived that
there was sone commonal ity in sone of the areas, sone of the
di scussi ons.

Qobviously, as we well know with this group, the
devil is in the details. And, but anyhow, other comments
fromthe Commttee on the Departnent’'s program suggestions
and the subconmmttee ideas? W need to sort of hear from
the rest of the Conmittee a bit.

COW TTEE MEMBER SHEN:. You know I'I| throw out --
this is Jennifer. | have one nore comment to throw out
there. And one of the things that you're looking at with
the website is, what | heard in sone of our |ast few
nmeetings was that the Departnent felt like that with the
Title 17 changes as we had witten themthat there really
was no oversight. So we kind of had witten them out of any
oversi ght which we kind of did.

And a ot of that is due to the, you know, the
current, the current l|legislation sort of wites them out of
over si ght.

So we have this conundrum where we have
Departmental oversight that's sort of mandated but there's

no teeth of any kind. So they really can't do anything
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about us not follow ng our, the nandate.

So the website was kind of a way to give oversi ght
to the Departnent because, you know, if we aren't doing the
things that we need to do then that is a nechanismfor,
don't want to say punishnment, but, it's sort of a nmechanism
for us to be held accountable for doing the things that we
need to do. That's kind of where that website idea canme up.

CHAI RVAN KI MSEY: Right. And that's correct. And
sone of these ideas that we've had, | nean, it would be, |
mean |'mnot an expert, but | would think we m ght have to
get sonme gui dance on whet her the Departnment has the
authority to work with an ASCLD-1i ke organi zation currently
for sonething like onsite inspections.

So, | don't want us to feel sort of restrained by
that. | think if we think it's a good idea, we ought to
sort of get it down and then, you know, see what it m ght
take to inplenment it.

And then if we need to get nore authority or sone
clarification along those lines then we could set about
doi ng that.

But other comments fromthe Commttee?

(No response)

CHAI RVAN KI MSEY: Conments from the public?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Yeah I, Clay Larson. | wote down sone notes quickly as
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Jenni fer spoke. | wote four notes and I can read two of
them So I'll go over those.

Regardi ng, there seens to be a disagreenment on the
proposal that the Department would continue to eval uate the
PT. And | think Jennifer said that the | abs would be nore
confortabl e, she would be nore confortable with letting the
provi der eval uate.

In fact, under the ASCLD/ LAB manuf acturing gui de,
PT manufacturing guidelines, there's a specific requirenent
that the provider not be doing any eval uation.

Having said that, CAPS is a very big conmpany and |
guess they couldn't, they would have to include them So
CAPS, of the three, CAPS actually does eval uate PTs.

But they evaluate it based on CLI A energency room
toxi cological requirenents. And it's a plus or mnus 25
percent. So it's not really applicable.

And if you are an ASCLDed nenber the PT results
that submtted are subject to a review by the PRC. But as
described in the PRC guidelines, that's a strictly
confidential process. So it's not readily open.

So | don't see in terns of neeting the
Departnment's expectations and goals with regards to
proficiency testing, | don't see how we can avoi d CDPH
eval uation results. And | don't see why the | abs woul dn't

want that, actually.
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COW TTEE MEMBER SHEN: This is Jennifer. It's
not that we don't want it. It's that, you know, --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
|"msorry, it's inefficient, yeah --

COW TTEE MEMBER SHEN: -- we're using, no that,
it's not even that. But right now what we're doing is we're
sendi ng the Departnent our results. And what we are
getting, | believe, is that we are getting, after we do our
results and turn themin, we're getting data that shows
where we are, where our |aboratories results fall within the
scope of all the laboratory results.

So we can see if we have hit the mark or we have
not. And you mght be right. 1 think ultimately it comnes
down to our owmn QA sections taking a look at that to see if
we are within a legitimte error range of the actual
results.

But right now what we're doing at the Departnent's
behest is we're sending our results already. So you nust be
taking a | ook at them and deci di ng whet her or not you think
that they're accurate. |s that sonething you' re already
doi ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It is sonething we're already doing. And we would continue
todoit. And it would be described in the regul ations.

COW TTEE MEMBER SHEN: Oh, what you're doing
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right now seens perfectly reasonable to ne. What | would
like to do is stop having nmy anal ysts do the other ones.
|'"d like themonly to do the ones that are done by the
provider. W send you the results and you can do what ever
you' re doing to them now.

But, you know, we know when we get the results we
are very aware already whether or not we have net the mark
or not.

So | don't have, | don't think there's any issue
wi th sending those to the Departnment and having the
Department al so see the sane thing we're seeing.

| was confused. | thought you wanted to set up a
different criteria than what we're al ready doi ng.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay. It sounds like we're closer together on that than
supposed. The other --

CHAI RVAN KI MSEY: Real quickly, on that point,
just keep in mnd that proficiency testing organizations,
you know, will change their prograns to sone extent.

ASCLD nay deci de at sone point to do the
eval uations. So when we | ook at how the regulation is
witten we need to keep it general enough or keep in mnd
t hat outside prograns that provide proficiency testing, you
know, wi |l change their prograns.

And | think we want to just talk about is, what is
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the role of the Departnent. It sounds |like there is sone
agreenent that the Departnent would have, would be sent
t hose records.

And t hose can conme fromthe | aboratory or they can
come fromthe proficiency testing organi zation. 1've seen
it done both ways; and that there would be sone anal ysis
done by the state.

But keep in mnd, | guess, the point I'mtrying to
make is that these private conpanies are going to change
their prograns. And rather than having to cone back to our
regul ations we want to have themwitten such that it allows
for that variance.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
The other comment | wanted to, Jennifer made that regarding
the possibility of relying on ASCLD/ LAB, calibration |ab
accreditation, with regards to the oversight of breath
al cohol anal ysi s.

Currently three | abs are accredited, O ange
County, San Mateo and, | got the third, and Ventura.

Ventura was the first one.

But | think if you | ook carefully at the
calibration | ab requirenents, they really only cover a
limted subset of what | would call, the periodic
determ nati on of accuracy analysis that are required under

the regul ar system
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They don't deal at all with any breath testing
procedures. They don't deal with training of operators.
They don't deal with instrunment naintenance. They don't
deal with -- | nmean, you can go down the |ist of, under
Article 7 and maybe one or two section requirenents, this
program si nply doesn't cover breath al cohol analysis.

So | would think it would be foolish to rely on
the ASCLD/ LAB calibration program It's currently only

i ncludes three of California | abs.

COW TTEE MEMBER SHEN: | think, "foolish" is
strong. You know, we don't really have, |'ve got to say, |
do not feel like there's a lot of regulation of the breath

programas is. And so if, you know, | agree ASCLD/ LAB does
not provide regulation of the breath program

| do not agree that when you becone a breath
calibration | aboratory that they will not be providing
oversight of the breath program

However, what's witten into Title 17 now | think
even along with our changes provides a structure to have,
you know, it provides criteria for a breath program which |
think we have left in there in by and |large so that we wll
have that catch all.

And | guess | feel like for the blood al cohol, the
fluid al cohol analysis that the ASCLD/ LAB really provi des us

everything we need. And we don't even really need Title 17
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what soever .

However, because we don't have that catch all wth
the breath program T Title 17 is inportant in that area in
particul ar.

So I don't think anyone is talking about
regulating out Title 17 oversight --

COW TTEE MEMBER WONG.  No.

COW TTEE MEMBER SHEN: -- of the breath program

COWM TTEE MEMBER WONG. This is Kenton Wng in
Richnond. | would like to, first of all, thank Jennifer and
Dr. Kinsey for their time in the subcommttee and naking a
| ot of the recommendations and ideas that they've done so
far.

Wen | was first reading sone of the ideas for the
regul ations it sounded eerily rem niscent of exactly the way
things were in the past. And I'"'mreally unconfortable with
t hat because the whol e reason behind 1623 was, as we stated,
to renmove Departnment oversight of the program

But when you read about program it's alnost |ike
a rehash of inspections of |abs and proficiency testing and
qgualification of personnel yada-yada-yada.

| still agree with the recommendati on fromHealth
and Human Services that we still need to have sone type of
coordi nati on and cooperation anongst the two groups, the

Forensi c Al cohol Review Conmttee and Program so that we can
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have a m ni nrum anount of obstruction going on with our
business in our forensic |labs as well as still having the
m ni mal anount of oversight and not having any duplicative-
type regul ations that were causing a |l ot of problens and
sl owi ng down processes of getting instruments approved and
t hi ngs such as that.

| think we really need to be careful about | ooking
at, discussing ASCLD-1ike labs. And while the preponderance
of | abs are accredited by ASCLD, not all of themare as was
wel | pointed out in subsection, footnote two. There are
ot her agencies that are required and have accreditation with
ot her bodi es.

For exanple, I'ma technical assessor with FQS.
And FQS is actually the ol dest accrediting body
internationally for forensic things.

And the way FQS and ASCLD does their business is
very, very different.

| like the idea that Dr. Kinsey had with the, what
was it, the ACS, ASCP --

CHAI RVAN KI MSEY:  Ri ght .

COWM TTEE MEMBER WONG -- that is a very
i ntriguing nodel for having sone type of inspection done,
state inspections to CLIA federal conpliance |evels.

For exanple, with ASCLD i nspectors, ASCLD

i nspectors are taken and they're sent to other | abs,
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meanwhi | e their agencies provide their salaries while they
go off for two or three days and i nspect sone other | ab.

FQS inspectors are different in that you re seen
as |like a private subcontractor that works for FQS that has
no bias or anything. And you take off vacation tinme and
then FQS pays you as a technical assessor to go and do that
j ob.

| don't know exactly how it works with the CLIA,
ASCP one but there's definitely going to be sone |ogistical
i ssues on how CDPH would work with different type inspectors
or different type inspections. But those are issues that
we're definitely going to have to | ook at.

CHAI RVAN KIMSEY: A little nore on that. If |
remenber correctly, those are called third-party assessing
or gani zat i ons.

It would be |like ASCP or ASCLD or FQS and there's
usually sonme relatively specific regulatory | anguage about
what it takes to beconme a third-party accrediting
organi zation that the Departnment or the Commttee would pul
t oget her.

Again, they're sort of general but you don't want,
wel | maybe, but generally speaking you don't want a single
i ndi vi dual, you know, being an accreditor all by hinself --

COW TTEE MEMBER WONG.  No.

CHAI RVAN KI MSEY: -- kind of situation --
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COMWM TTEE MEMBER WONG It doesn't work that way.

CHAI RVAN KI MSEY: -- you want an organi zation
kind of a situation that represents an organi zati on. But
anyhow, there's usually sonme specific | anguage.

And again, that takes generally some authority
which I"'mstill not sure this particular programhas. But
that's sonmething we could work on

COW TTEE MEMBER SHEN: This is Jennifer. You
know one of the things I"mworried about is that this
process has gone for years and years and years already. |
guess I'ma little worried about setting up a plan or even
| ooking into a plan that's going to necessitate many nore
years.

| mean, | don't see how we'd be able to establish
a partnership between the Departnent and any and all other
i nspection agencies any tinme in the near future.

And we've got to go a direction that's going to
end this process.

So | nean, rather than -- that's why | really
don't think the partnership thing is, while it's an
interesting nodel, |, you know, it's a, that's a huge
undertaking. That's a huge undert aki ng.

And the state is going to want to put its stanp
all over these accrediting bodi es whonever they may be. And

accredit guide and nonitors over the processes. | just
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think we're | ooking at sonmething that's alnost too big to
t ake on.

So | wonder instead if, | see ASCLD/LABS that |'m
famliar with but there's certainly other accrediting
bodies. And | assune that all of them as ASCLD/ LAB i s doing
are going to be going down the road of follow ng the |ISO
gui del i nes.

COWM TTEE MEMBER WONG  Correct. They're al
goi ng 17025.

COWM TTEE MEMBER SHEN: So when we are | ooking at
| SO, 1SO accreditation or I1SO certification, you know, | can
see havi ng maybe sonme gui delines that the inspectors need to
take a |l ook at; but the partnership thing, | don't know.

| just don't see, | don't see that working anytine
soon. So perhaps we're |ooking at |aboratories that are
accredited by whoever, don't have to have these particul ar
types of oversight by the Departnent.

So the oversi ght has been taken over by anot her
body. It does | eave you with wondering what we're going to
do about those | aboratories that aren't accredited. And
that's really to ne the only rub we have here.

You have | aboratories doing forensic al cohol work
but you don't have any accreditations so therefore they need
to have sone sort of oversight.

But I"'mreally worried about trying to go down a

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o B~ w N P

N NN N NN R R R R R R R R R
O D W N B O © O N o 00 »h W N R O

28

road that | see no end to.

CHAI RVAN KI MSEY: And this is Paul. | think we're
all sensitive to the tine factor, seeing as howthis is our
ei ghteent h neeti ng.

| think if we sort of |ook at what our tineline
currently would be, is we're obviously going to try and get
a package, the Comm ssion is going to try to get a package
together to send back to Agency that triggered the 90 day
revi ew peri od.

And then there will be a decision by Agency and
the Departnent will, you know, start working on witing
those regulations. And that still may take sone tine.

| nmean, obviously, what we've been told all al ong
that, you know, that's a very tine consum ng process. And
the Departnent has quite a few regulations that they're
wor ki ng on currently.

So | think we ought to sort of keep that tineline
in mnd. |If there's sonething that we think may take a
little bit longer that's fine. | don't knowthat it has to
be all one package.

If we really sort of think that a partnership with
private, third-party inspectors makes sense for efficiency,
you know, a one-tinme inspection kind of situation; if that,
if we think that's a good idea | would hate to not do it

because we're not sure of the tinme factor that it m ght take
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to inplenent.

| nmean, if it's a good thing to do | think we
shoul d, you know, just try and keep it on the table and keep
it mnd that as we go through the rest of our work of
getting these regulations witten that that would be
sonmething that we'd have to consider. [It's only one part
of , I think, of our whol e package.

COWM TTEE MEMBER SHEN: This is Jennifer again.
Another thing to consider is that, you know, those
accrediting bodies are staffed with people who are, you
know, are crimnalists; who have experience in this, in, you
know, the sane experience that we do. And | have to tel
you, the Departnent's take on things and the crimnalist's
take on things have been different for all these years.

| nmean, we, you know, there's been a |ot of tines
where we disagree with the Departnent's regul ati ons and how
they're regulating themand in the manner that they're
regul ati ng.

So, it would be interesting to see if we could get
sonme, you know, an accrediting body to agree with what the
Depart nent wants.

| mean, there's been kind of a disconnect there
for years as far as | can see. | don't know if you agree
with that but --

COW TTEE MEMBER WONG | agr ee.
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COW TTEE MEMBER SHEN. -- it seens like it. So
that m ght be a tough row to hoe to have the Departnent
enforce its views on these accrediting bodies that don't
have the sanme views.

CHAI RVMAN KI MSEY:  Yeah, this is Paul. And |'ve
only heard about that disconnect to sone extent.

But what |'ve noticed on the clinical side is
that, you know, and pretty soon, | nean, these regulations
based on the intent of the 1623, these are going to becone
our regul ations to some extent.

So hopefully, and we've done, obviously there's
been sone major revisions. And so, hopefully, they are a
little bit nore in line with the industry and the individual
crimnalists.

But also what |I've sort of noticed on the clinical
side is that when the inspector cones in, | mean they have a
checkl i st and dependi ng upon how they're directed that this
is either a sort of a, gotcha kind of inspection or an
advi sory type of inspection that, you know, sonething needs
to be done. And there's not a |ot of discussion about, oh
it's, you know, it's these regulations or that regul ati ons.

And so, |I'mnot too concerned about -- these
i nspectors seemto be able to wear a couple of hats | guess
is what |'ve seen when they' re doing their inspections.

COW TTEE MEMBER SHEN: They just can't wear a hat
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they don't agree wth.
CHAI RVAN KI MSEY: That's true, unless they're
bei ng paid (laughter).
COMWM TTEE MEMBER WONG  They still can't do that.
CHAI RVAN KI MSEY: | know. | was just Kkidding.
COWM TTEE MEMBER SEDGEW CK: Paul Sedgew ck in San

Diego. It strikes nme as presunptuous to assune that any of
these regul ating bodies are even willing to go along with
any of this.

Has anyone ever talked with any of thenf | doubt
it. In ny experience the board of directors, people |'ve
tal ked to woul dn't even consider it.

CHAI RVAN KI MSEY: Well again, all | know about it
is on the clinical side. And when CVS opened up the door to
the private sector for these third-party accrediting
organi zations getting deened status | believe at |east four
or five rather large organizations now that, ASCP, CAP that
actual ly inspect these | aboratories now, and they see it as
a busi ness nodel .

So, it's not so nuch a phil osophical issue for
them as, you know, it's a business nodel.

So until we approach them and I don't think any
of us has --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

No -- let me, we actually did approach them
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CHAI RVAN KI MSEY:  Aha.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And we provi ded one of the board of director nenbers, Benny
Del Re from Santa Clara. This was a nunber of years ago.
We provided themwi th a copy of our guidelines for site
i nspections and our checklist and despite three inquiries
fromus, we never got any response back.

So that doesn't | ook good. But I'minpressed in
readi ng nore about ASCLD/LAB that it is operated as a
busi ness.

And so | wouldn't assunme that ASCLD/ LAB woul d do
this free of charge. They would be conpensated, | think,
for that extra work.

So --

COW TTEE MEMBER WONG ASCLD is for --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
--sol'malittle --

COMWM TTEE MEMBER WONG  -- non-profit.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- nore optimstic. But in ternms of asking themto do it
for free, you' re right; we've got no responses (|l aughter).

MR, VON BERCLDI NGEN:  Yes.

CHAI RVAN KI MSEY: Identify yourself.

MR. VON BEROLDI NGEN: Linton Von Berol di ngen from

t he Departnent of Justice. And | actually wear a couple of
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hats these days.

One of themis associated with our DNA | aboratory
here in R chnond, about a mle away.

And the other one nore recently with our blood and
breat h al cohol progranms out of Sacranento.

For those of you who don't know nme, |'ve been
working in crime | abs since 1975. And from 1982 to '89 |
was a field crimnalist at the regional |aboratory in Santa
Rosa for the Departnment of Justice.

And during that time I was a forensic al cohol
anal yst trai nee, analyst and then supervisor under the
regul ati ons of that period.

And did a fair handful of analyses and testified
in court in five counties served by that |aboratory. That's
nmy maj or background in the matters that we're di scussing
t oday.

But 1'd like to bring to this discussion a
perspective fromthe DNA side which if you talk to litigants
and other clients of forensic service |laboratories in the
| ast ten years or so has sort of acquired this nane of
having the gold standard of reliability for crine |ab work;
which |I'mnot necessarily going to buy as an out-and- out
truth.

But, right now a forensic DNA | aboratory that

participates in the conbi ned DNA i ndex systemhas to foll ow
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federal law, state |law, the quality assurance standards
pronul gated by the Federal Bureau of I|nvestigation.

And it also has to undergo, because of that, an
annual audit and every other year it has to be done by
external parties.

And those audits, | believe are done along the
lines we discussed earlier where the auditing teans are
generally paid by their own organi zations and their own
conpanies' tinme. And the exchange process is supposed to
even that out overall.

There are al so inspections or audits conducted
pursuant to accreditation activities. And currently our DQJ
| ab systemis accredited by ASCLD/ LAB under the
i nternational standard.

And that's sonething that the maj or process
happens every five years. But you have an annual visit
where everything is going to be sort of checked over as
well. So it's an annual event.

There's also, and again I'"msticking this is the
DNA world, we have the U S. Departnent of Justice, Ofice
of the Inspector CGeneral which is their internal watchdog
or gani zati on.

And they like to do audits of the F.B.1."'s
adm ni stration of the conbined DNA i ndex system So they

come around every once in a while and turn over all the
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rocks and | ook at everything.

And their last cycle of activities, which are
still ongoing, but the culmnation of the last cycle a few
years ago, was the presentation of a list of 22 or 27
findings to the Federal Bureau of Investigation about what
t hey thought needed to be inproved in the way they were
handling the CODI S system

And one of the outcomes of that was the
establishment of an INDIS procedures conpliance assessnent
process within the CODIS unit of the F.B.I

So, | don't know whether we want to go to that
mul ti tude of processes in order to ensure that blood and
breat h al cohol analyses in the state of California are done
wel | and serving the client, crimnal justice systemand the
popul ati on of the state well.

But | think that there is roomfor this concept
whi ch | expect soneone el se can back ne up on this.

As a general principle as | understand it, when
you have an accreditation inspection and particularly now
under the 1SO rules, you are evaluated as a | aboratory on
t he basis of your adherence to your own witten techni cal
procedures and other quality assurance docunents.

So what cones to ny mind is that if the
Departnment, and excuse ne if | got your nane m xed up,

because as | said, it's 20 years ago but the Departnent of
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Heal t h Servi ces?

CHAI RVAN KI MSEY: That's what we used to be --

MR. VON BERCLDI NGEN:  Yeah --

CHAI RVAN KI MSEY: -- we're now t he Departnent of
Public Health.

MR. VON BEROLDI NGEN: Ckay. |If the Departnent of
Public Health has a programwithin it that has made a review
for conpliance to state regulations and laws for a
| aboratory that is in this state and found that that
| aboratory's protocols provide adherence to those
regul ations, then I have no doubt that the ASCLD/ LAB or
ot her accreditating, accrediting body inspectors will hold
that | aboratory to what it is witten down that it's going
to do.

And in that way you have a reaching out and
affecting the outconme of things. And it should help, I
think, to stabilize the activities of the |aboratory and
keep themin conpliance with what they need to conply with

COW TTEE MEMBER SHEN: This is Jennifer. So |'m
going to get this clear. | wasn't sure where you were goi ng
until the very end there.

| f your talk was about sonmething that we tal ked
about, you're right. The ASCLD/ LAB inspections, the other
i nspecting bodies hold the | aboratories accountable for what

t hey say they're doing.
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MR VON BEROLDI NGEN: Yeah, that's the --

COW TTEE MEMBER SHEN: The | aboratories have to
be doing things that are accepted in the general scientific
comuni ti es.

So if we have included in our processes the needs
of the state then the ASCLD/ LAB, |I'msorry | keep thinking
ASCLD/ LAB but the accrediting bodies are going to hold us
responsi ble for what's in those nethods.

You know, one of the things | would say to you,
havi ng been out of it for a while, maybe this is not
sonmet hing you' re aware of but by-and-large we feel,
crimnalists, that the protocols, the procedures, the
requi renents that we have in the |aboratories are well and
above, nore stringent than what Title 17 |lays out for us.

So it is not a matter of having this extra
oversi ght that makes us better. W feel |ike that oversight
has been hol di ng us back.

So, but again, if your point is that if we have
t he basic, at |east the basics covered in our nethods, in
our procedures, that we're going to get held accountable to
those by our accrediting bodies; | think that that is an
excellent point. And that is the way to marry the two
oversights | think.

MR, VON BEROLDI NGEN: Jennifer this is Linton in

Ri chnond. And you said it nore briefly than | did.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Wll I'"'m-- this is Cay Larson, coments fromthe public.
My interpretation of your comments, especially in |ight of
the fact that you' ve noted that the nultiple | ayers of
oversight that occur for DNA testing procedures and don't
occur for other crinme |lab procedures at all; but in
describing the multiple layers that you were suggesting,

t hought, a proposal whereby the Department of Public Health

woul d sonehow revi ew and approve witten protocols, nethods

and procedures with the expectation that the ASCLD/ LAB or

ot her accrediting body would then site inspect the |ab those
procedures and therefore through this two-step process we'd

have state | evel oversight.

So | think there were two el enents there. That's
what | understood you to say. | didn't hear Jennifer saying
t he sane thing

| would, | nmean that's an interesting nodel.
woul d probably add one nore elenent. And although you're
confident that the ASCLD/ LAB i nspectors do inspect to the
| aboratories' witten protocols, it's not well captured in
their inspection reports.

|"ve read a nunber of inspection reports. | read
one -- and they're generally not available but they've kind
of, there's a fewthat are around. And during the crinme |ab

task force neetings they provided one fromL.A Sheriff's
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Depart ment .

L.A Sheriff's Departnment, |I'm sure, does tens of
t housands of breath tests a year, |I'msorry, forensic
al cohol analysis tests a year. There's no nention, | nean
it's a 20 page docunent, there's no nention of breath
al cohol anal ysis or blood al cohol analysis or any al cohol
analysis in the report.

So part of the problemis they are bal ancing 10
separate disciplines. And | guess the docunents woul d get
very volumnous if they actually described everything they
checked.

So | would add one nore layer there. And | think
it's actually captured in the program s proposal is that
besi des, you know, anecdotal assurances that they accredit
to the lab's procedures there would be sone sort of witten
docunentation to show that that actually occurred.

COWM TTEE MEMBER WONG. Are you tal king about I|ike
a final finding report?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah.

COW TTEE MEMBER WONG Wl |, you're absolutely
right. | mean they're not going to go through and reiterate
everything that they've supposedly gone over and inspected
to the standard of | SO

They're only going to discuss the certain findings
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and recomrendations that they are going to nake in order for
the |l aboratory to i nprove or get back in conpliance on a
certain issue.

But other than that everything el se has been
assunmed in the report to have been to the standard and
acceptable. So, they're not going to sit there and
reiterate all of that because you're right, it would be a 30
or 40 page report that would just say that, yeah, the lab is
doi ng exactly what they're saying they're doing to all these
di fferent standards.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And you refer to final findings a suggestion that there may
be sone internediate docunentation. The ASCLD/ LAB site
i nspection requirenents state that those internedi ate
docunents nust be destroyed.

So it's that kind of | anguage doesn't give ne a
| ot of confort on the whole process. But it's actually a
specific requirenent. | can show themto you -- you're
furrowi ng your eyebrows but it required that --

COW TTEE MEMBER WONG  That's why |'m FQS.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Ckay, all right. 1 don't want to get into a pissing match
there (Il aughter).

COW TTEE MEMBER SHEN: | don't think we want to

go there.
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COW TTEE MEMBER WONG  Yeah.

COW TTEE MEMBER SHEN: But you know I want to
make one nore thing very clear. M thought was that, you
know, we woul d have out, we woul d have guidelines or rules
in Title 17 that the | aboratories would be required to
follow --

COW TTEE MEMBER WONG  Uh- huh.

COW TTEE MEMBER SHEN: -- they would be required
to follow that. And those rules would be reflected in our
nmet hods and net hodol ogies. | amnot interested in going
down the road of having sonme sort of dual wite up where we
send all of our manual s and net hods and everything to the
Department to have them the Departnent say, hey, this is
good and that now, now ASCLD/ LAB or another agency can cone
in and nake sure we're being held to that.

" mtal ki ng about the fact that we woul d have
Title 17 guidelines reflected in our nethods and our
accrediting body would hold us to those.

So, | don't think it needs a kind of two-tiered
approach. | don't think we want to go backwards to havi ng
all of our witten nmethods back to the Departnent for
approval .

COW TTEE MEMBER WONG | absol utely concur.

CHAI RVAN KI MSEY: More di scussion on the

subconm ttee i deas and the program proposal s?
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COW TTEE MEMBER SHEN: Wl |, maybe what we ought
to do is find some, you know, | think ultimtely what we're
going to have to nove forward here is putting together the
package to send our annual changes in and naybe we can nake
a fewnodifications to it to incorporate sone of these.

| nmean to nme the proficiency test is great
because, | nean, if we all agree on that. | nean, that's
sonmet hing we could, you know, set forth immediately and
we're already in conpliance with current legislation if we
do it.

So we m ght be able to nake sone novenent there.
But | think if you want to nove forward we're going to have
to see if there's any | anguage you want to adjust and get it
out .

CHAI RVAN KI MSEY: No, and | would agree. And |
think we're close enough on proficiency testing. There
seened to be sonme good di scussion around training. Even the
accrediting bodies. The idea of the website.

We' ve been neeting for just about an hour. What
we mght do is take a bio-break here for, you know, 10 or 15
m nutes. But everybody be thinking about how we want to
spend, you know, the rest of our neeting tine.

Do we want, you know, start tal king specifically
about, you know, the | anguage for proficiency testing or,

you know, build on some of this discussion this norning
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whi ch | think has been very good.

| think, obviously, fromour tinme frane
perspective Jennifer is right. W want to get sonething
back to Agency, you know, pretty much as soon as possible to
keep the clock noving here.

COW TTEE MEMBER WONG  Can sonebody refresh ny
menory. The Senate Bill 1623 mandated that the Forensic
Al cohol Review Conmittee neet every like, was it five --

CHAI RVAN KI MSEY: Five years.

COW TTEE MEMBER WONG  -- well, we haven't even
ended and we are supposed to |ike neet again, you know
(laughter).

CHAI RVAN KI MSEY: No, no. W've had 18 neetings
in what -- alnpbst six years. So, we're beating the ones
that want every five years.

So, anyhow, | think what we're trying to, what
want people to be thinking about is how we want to proceed
when we come back on, you know, getting sonme | anguage
together. You know, what our tine frames m ght be. Do we
spend sone tinme today. Wat are, you know, how do we want
to proceed with -- we've got, you know, this conference cal
until 3:00 o' clock. You know, you folks all know sort of
what our options are.

So, does that seemlike a suggestion? Take a bio-

break for --
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COMWM TTEE MEMBER WONG. That's good

CHAI RVAN KI MSEY: -- 15 m nutes.

COW TTEE MEMBER SHEN: Sounds good.

CHAI RVAN KI MSEY: Ckay. Thank you all.

(A short break was taken off the record)

CHAI RVAN KI MSEY: Do we have Sacranento?

COW TTEE MEMBER DAVIS: W're all back.

CHAI RVAN KI MSEY: Great. Do we have San Di ego?

MR. LYLE: San Diego is here. Can you hear us?

CHAI RVAN KI MSEY: Yes we can, |oud and clear.
Thank you all. So, as nentioned we want to have sone
di scussi on about how we want to spend the rest of our tine
t oday.

Does anyone have, anyone want to start off?

COW TTEE MEMBER SHEN: Well, this is Jennifer.
"1l start it off.

CHAI RVAN KI MSEY:  Sur e.

COW TTEE MEMBER SHEN: My thought is that we
shoul d take the letter from Decenber 15th and at the bottom
of that letter there are bullet points as to how the
Department found us | acki ng.

So why don't we address them one by one with the
t hought that we could do sone tweaking of the verbiage in
Title 17 and that we coul d conpose, you know, a paragraph

that would be inserted into a letter that will acconpany our
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pages.

CHAI RVAN KI MSEY: Ckay. O her ideas? W'd had a
bit of a simlar discussion here in the sense that we
basically want to trigger the 90 day review by Health and
Human Servi ces.

And there's obviously, you tal ked about revisions
and summary of revisions. But | think our next -- | nean,
| " massunmi ng that our next letter to Health and Human
Servi ces Agency, we want to trigger the 90 day review

And | think your suggestion of going through
bull et by bullet here, Jennifer, is a good one.

And then we'd have to incorporate those changes in
t he package. |Is that what you were thinking?

COW TTEE MEMBER SHEN: Yes.

CHAI RVAN KI MSEY: Ckay. So, we can start with the
first bullet, remove CDP' s evaluation of a |aboratory's
per formance on proficiency tests.

And | believe, based on our discussion, that we
are tal king about having the Departnent maintain a role in
proficiency testing that would be a review of proficiency
testing data submtted by the | aboratory with the idea of
maki ng a determ nati on of passage of acceptability.

COMWM TTEE MEMBER WONG. Is it they rubber stanp?

CHAI RVAN KI MSEY: It shouldn't be that.

COW TTEE MEMBER WONG Wl |l | nean --

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O N W N B O © 0 N o 00 M W N R O

46

CHAI RVAN KI MSEY:  Yeah, no, no --

COW TTEE MEMBER WONG  -- but --

CHAI RVAN KI MSEY:  -- | --

COWM TTEE MEMBER WONG.  You' d be giving your
rubber stanp that we passed and we did our proficiency
and --

CHAI RVAN KI MSEY: After some anal ysis though.

COMWM TTEE MEMBER WONG  -- right, right.

RESEARCH SCI ENTI ST BUTENKA: Statistical analysis.

COW TTEE MEMBER WONG  Ri ght.

COW TTEE MEMBER SHEN: Here's a question | have
about that. Since Cay brings up the point that he, that
t he Departnent wants us to eval uate each net hod which by the
Departnment's definition apparently neans each instrunent;
the accrediting bodies require that we test each anal yst.

So if we were to put together sone verbi age where
each analyst is tested on a yearly basis and | guess in that
process each instrunment needs to be utilized; that should
accomodat e what the Departnent wants as well as what our
accrediting bodi es need.

COW TTEE MEMBER WONG | think that's kind of
al ready net Jennifer because with 17025 if your
instrunmentation that you're not using and it hasn't been
val i dated and hasn't been calibrated and all that nonsense,

then you' re not using that instrunment at all.
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| nmean, it's actually marked and | abel |l ed off,
“Instrunent Not In Use". So --

COW TTEE MEMBER SHEN: Well, | neant the fact
that in ny departnent | have two GCs that are used for
al cohol analysis. The sane nethod is used on each
instrunment but both of those instrunents are in use.

The Departnent wants us to conduct proficiency
tests using each one of those instrunents.

RESEARCH SCI ENTI ST BUTENKA: So what's wong with
t his?

COW TTEE MEMBER SHEN: So we just -- and where
our accrediting body wants each of our analysts to run a
proficiency test to nake sure that the anal yst knows what he
or she is doing.

So | don't know and you may know better than | --
| don't know that the accrediting bodies by-and-|arge say
that each instrument you have nust be tested.

COWM TTEE MEMBER WONG. Each instrunment just has
to be validated. And it has to, if it's inuse it has to
have been validated and quality checked and calibrated for
use.

COW TTEE MEMBER SHEN: Well, okay, so again in
our own | aboratory our instrunents are validated and they're
onli ne.

Anytinme we use themwe have to run a two point

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o A~ w N P

N NN N NN R R R R R R R R R
O N W N B O © O N o 00 A W N R O

48

calibration, we run, you know, we run sanitary controls, we
run bl anks every single time we run it. But, if |I have to
test an analyst | don't require that that anal yst do the
anal ysis on --

COW TTEE MEMBER WONG  On both instrunents.

COW TTEE MEMBER SHEN: -- both instrunents, only
on one instrunment because both instrunments -- the set up of
the sanple and the nethod used to anal yze the sanple is the
same. They're just two different instrunents.

COW TTEE MEMBER WONG  Uh- hmm

COW TTEE MEMBER SHEN: So the Departnent, it's ny
understanding C ay, please correct me if |I'mwong, you want
proficiency tests run on each instrunent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, that's correct. And a couple of points of
clarification. 1 think regarding the requirenent that, that
you attributed to ASCLD/ LAB regardi ng the requirenent that
each anal yst be tested annually; | think that's a bit of an
over st at ement actual ly.

| think a careful review of the ASCLD/ LAB
gui del i nes suggests that -- describes the annual testing of
exam ners as an, "inportant" criteria not a an essential but
an i nportant.

And it's further clarified in the proficiency

testing guidelines. And there they state that individual
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exam ners need to be tested annually in each discipline and
at | east once every five years in each sub-discipline.

So this is splitting hairs but --

COW TTEE MEMBER SHEN: Yes.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- but, and in a lab that where the only discipline under,
the only sub-discipline under toxicology is forensic al cohol
anal ysis then, you know, it's a noot point.

But the other nore, maybe, obviously nore
i mportant point, is that as nenbers of the subcommittee and
menbers of the public have, fromthe | abs have stated in
recent neetings; as fully provided by ASCLD/ LAB the majority
of those proficiency tests are done on sanpl es generated in-
house. So they're internal PT sanpl es.

And | think when we tal k about proficiency testing
we' re tal king about external proficiency testing because you
menti oned sonme of the other QA procedures, the calibration
each day, the QC standards, the historical review of the QC
standards. Those are all internal prograns.

Proficiency testing is the one external program
that captures certain kinds of errors that would be
otherwi se very difficult to denonstrate.

So if we were to change the procedures and require
that the annual proficiency tests, we would set that in

regul ations; for each anal yst was conpl eted using an
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external proficiency test sanple, then | would think that
woul d capture all of the -- probably render uninportant the
guestion of which instrument was used because | woul d think,
you know, at least in the l|arge |aboratory with nmany

anal ysts, both instrunents would be covered. And the actual
frequency of testing would be increased.

But | think it's inportant to distinguish, and
it's not always done in some of the comrents fromthe
comunity nenbers, it's hard to distinguish the externa
proficiency tests requirenents fromthe internal proficiency
test requirenents.

COMWM TTEE MEMBER SHEN: | believe | agree with you
conpl etely.

COW TTEE MEMBER WONG | concur as wel .

COW TTEE MEMBER SHEN:. So external tests each
anal yst once a year. W' re good?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER WONG  Works for ne.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Ww. We agree.

CHAI RVAN KI MSEY:  Any di ssensi on anong the

Commttee or is there general agreenent?

MR. LYLE: This is Bruce Lyle. | have general
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agreenent but |I'mnot sure that addresses the concerns in
the letter about renoving the CDPH eval uations. So we'll
have to have sonme kind of wording in there that directs
providers to report the tests to the CDPH, the test results.

COW TTEE MEMBER SHEN: O we don't necessarily
have to have the providers --

MR LYLE: O the labs --

COW TTEE MEMBER SHEN: -- the | aboratory on an
annual basis nust forward those results to the Departnent.
How do you envi sion that happeni ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Well, | nmean it mght be cleaner to just have the provider
do it.

COW TTEE MEMBER SHEN: Yes, that m ght be harder
t hough. Wth the, you know, | know we right away can have
| aboratories provide it w thout any probl em what soever.

COW TTEE MEMBER WONG.  Hmm

COW TTEE MEMBER SHEN: It would have to cone to
the | aboratories anyway because the | aboratories need to
know how it is they did.

MR. LYLE: |It's Bruce Lyle. And naking the
| aboratory in charge of it or at |east responsible for it
seens the best way to go because the inspector nay not, the
eval uator may not really have a dog in that fight.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON:
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Yeah. One nore quick coment. | thought sonmeone woul d
mention it and we're not paying for it so that's not -- but
for large | abs, a nunber of |arge | abs have 50 peopl e on
their, what we used to call, a list of persons qualified to
perform forensic al cohol analysis; | suspect that not all 50
are actually doing forensic al cohol analysis.

So there will be a cost associated with having
| abs do, obviously, nore proficiency tests. Currently |abs
are doing one -- your lab Jennifer is doing one external
proficiency test a year. At |least that's what you reported
to us.

You woul d now have to do sonewhat nore than that.
You' d have to test enough people not only to cover the
typi cal analysts but to handl e back up and the need for, you
know, when sonme anal ysts are not avail abl e.

So there m ght be some cost factors here that --

COWM TTEE MEMBER SHEN: | think you m sunder st and.
We test every analyst every year with an external
proficiency test.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Ckay, all right.

COMWM TTEE MEMBER SHEN: And | think that's pretty
conmon.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

| would say --
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COMWM TTEE MEMBER SHEN: And | actually wasn't
aware that we are allowed to nmake our own proficiency tests
and tests our analysts with an internal test.

| thought it had to be external.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, that's specifically provided for in the ASCLD LAB and
| think if you'd check the ASCLD/ LAB gui delines you'll see
t hat | anguage.

And when it's been discussed in the past the
statenent has been made that the majority of the tests are
done using internal tests.

COW TTEE MEMBER SHEN: Hmm

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So you, the other thing that ASCLD/ LAB provides is that
mul ti pl e anal yst can anal yze a single sanple, | assune.

So that's another winkle that we should probably
address. And | assume that's sonething that doesn't occur
at San Di ego?

COWM TTEE MEMBER SHEN: No, it does occur. W get
those -- well, actually, I don't actually do them So, we
get the external testing twice a year and | have three, well
| only have five analysts, but | used to have three do each
one.

And | don't, | can't tell you how they're

delivered, if each analyst has his or her own little sanple
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or if three of themuse one sanple. | don't know.

Soneone el se can probably answer that better than
| can.

MR. VON BERCLDI NGEN: This is Linton in Ri chnond
again. And, you know, Clay, | think sonme of what is
excellent in ASCLD/ LAB protocols that is directed to the
overall lab with a variety of disciplines and sonme sub-
disciplines will collapse to reasonabl eness when we apply it
to forensic al cohol sections and | aboratories.

But | think it's there because certain types of
anal yses you really want each person to have exactly the
sanme thing to play with. So it mght be a set of
phot ographs or sone tire tracks or sonething |ike that.

And you don't want to have people nmeking their
own, they don't give you a rubber tire (laughter).

But it nmakes great sense to me, again, in the
context of my nore recent experience in this DNA world that,
yes, as Jennifer says. Every analyst gets an external once
a year. That's right dead on

|"mmulling over the concept of insisting that
each instrument itself be proficiency tested in light of the
experinmental controls that run with every batch and the fact
that an instrument has to have undergone at |least a site
validation to get started to run. And if the instrunent

under goes any significant mai ntenance and perhaps is even
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noved from one side of the bench to the other you have to do
a performance check which is a | esser subset of a site
val i dati on

| think the | aboratory records for that instrunent
woul d stand on their own w thout actually having to go
t hrough making sure that you ran a proficiency test through
it.

And there's also as, and this is redundant and |
apol ogi ze, but if it's not being used, under the |ISO
accreditation standards it's got a big placard on it that
say, | amnot in use.

COW TTEE MEMBER SHEN: Correct, correct. And |
agree with you conpletely.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| don't disagree with you either but I don't think it's a
significant point because | think if you have five anal ysts
| would imagi ne the lab would just by chance al one that both
i nstruments woul d get checked --

COW TTEE MEMBER SHEN: But they m ght not.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- at |east once.

COWM TTEE MEMBER SHEN: So that's the question.
How i nportant is that? | would agree that it's not
inmportant. To me, if your instrunment has gone through it

|"mnot going to reiterate what was just said. But it's
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i nportant that the anal ysts accept it.

COW TTEE MEMBER WONG.  Correct.

COW TTEE MEMBER SHEN: The analyst's tine and
that person's ability to set up a sanple and anal yze it
usi ng the avail abl e equi pnent.

So | can't guarantee you in ny |abs that the
anal ysts woul d not use one instrument over the other.

So, | nmean, if that's a drop dead requirenent
right there then that's something we have to tal k about.

COW TTEE MEMBER WONG.  You okay with that?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well | think it's inportant, | actually think if you have
well witten protocols and you have nodern aut omat ed
equi pnent there's not too nmuch the anal yst can do w ong.

| think you' re actually |ooking at the instrunment.

| nstrunents, you know, gas chromatographs devel op | eaks --

COW TTEE MEMBER SHEN: Well | have to look at it
conpletely the other way around. Your analyst is where your
errors is going to happen. You can't wite a sanple on an
instrunent with all of the controls and calibrations and the
bl anks and everything el se we do and not notice that
sonething is wong with the instrunent.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck in San Diego. | think we need to get our

term nol ogy straight.
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Anal ysts are proficiency tested. Instrunents are
tested for their accuracy or their or are calibrated. And
they're different ball ganmes entirely.

COW TTEE MEMBER SHEN: | agree. | don't think
you can proficiency test an instrunment.

COW TTEE MEMBER WONG | agr ee.

MR. LYLE: This is Bruce Lyle. And | think there
are in the regulations they are addressed in different
secti ons.

COW TTEE MEMBER SEDCGEW CK: Exactly.

MR LYLE: So | think we're just tal king about
proficiency testing which nmeans just tal king about
proficiency testing anal ysts.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No | -- Clay Larson speaking again. Actually I think the
section that we would restore is Section 1220.1 (b) which
says, the ability of nethods to neet the standard
performance set forth in this section shall be eval uated by
this departnment using a | aboratory's proficiency test
results. And such ability nust neet the requirenents of the
regul ati ons.

So the Departnent typically has described a
method, | nmean let's take a real artificial case but applies
to, at |least, Long Beach Police Departnent.

VWhere a lab is two nethods. One is a GC and the
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other is a wet chem stry diffusion oxidation nethod.

COW TTEE MEMBER SHEN: All | understand --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So we tend to send two sets of sanples and we eval uate the
ability of the nmethod to neet the standard of the
performance requirenments. And the method includes the
instrunents based on the results of the PT and we need two
sets of results.

You know, naybe the |lines becone blurred if you
have two GCs but they are separate GCs. They're separate
colums. Columms can degrade. Colunmms can, dependi ng on
anyt hing the anal yst does, colums can degrade to the extent
that they integrate peak areas differently and so --

RESEARCH SCI ENTI ST BUTENKA: Different area count,
| notice that.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think it's appropriate to sonehow make a -- |'m surprised
it would just happen automatically. | guess everybody has a
favorite instrunent.

Sonmehow we woul d just ask the labs to, | guess we
have to do this in regulation, to make sure that anong those
mul tiple proficiency tests -- and by the way, we would al so,
the full description of the proposal as we sent in the new
i deas was that |abs would subscribe to the full suite of

proficiency test sanples.
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So CAPS actually sends three sanples a year.
That's actually very typical of the CLIA requirenents, a
nunber of the environnmental health |ab regulatory
requi renents include three proficiency tests a year.

CTS only does two. But the expectation would be
| abs woul d subscribe to the full, would subscribe to both
proficiency tests.

So, sone are, if it was CTS sonme are in the
begi nning of the year and in the end of the year there would
be a proficiency test that the Department could evaluate to
determ ne that the lab's nethods are capable of neeting the
standard performance requirenents set forth in the
regul ati ons.

COWM TTEE MEMBER SHEN: This is Jennifer again.

t hi nk, you know, we need to hear from other commttee
menbers on this. | just have a real problem-- the only
reason we get both CTS proficiency tests is because we had
five anal ysts that need to be tested. And that works well
for us.

| really disagree with the need to proficiency
test our instrunments. | totally get it if you have
conpletely different types of nmethods |ike wet chemstry
versus a GC.

So | don't want to wite sonething into our

requirenents that require us to do sonething |like
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proficiency test an instrunment because, again, the
instrunments are set up so that you have to have a nyriad of
t hi ngs pass before you can use the results.

COW TTEE MEMBER WONG  Ri ght.

COW TTEE MEMBER SHEN: So every single tinme we
run a sanple, every single tine, that instrunent is being
checked - -

COW TTEE MEMBER WONG  Yep.

COW TTEE MEMBER SHEN: -- to nmake sure it worked.

COW TTEE MEMBER WONG  Yep.

COW TTEE MEMBER SHEN: -- we're proficiency
testing the analyst. And to do a full suite of tests that
makes no sense to ne unless you're requiring each and every
anal yst to be tested nore than once a year.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well | -- want to say sonething? Go ahead.

RESEARCH SClI ENTI ST BUTENKA: | work --

CHAI RVAN KI MSEY: Identify yourself.

RESEARCH SCI ENTI ST BUTENKA: Natal lia Butenka. |
work in the lab. And recently | was asked by ny boss, C ay
Larson, to perform so-called uncertainty budgeting which
means | have to calculate what is the error of anal yst
possi bly? Wat is the error of other sanple, possibly?
What is the error of this diluted dispensor?

And come to conclusion what is a commopn error?
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So, frommy know edge of statistics | can say,
that different instrunents they have different uncertainty
budgeti ng.

And it coul d possibly happen that the instrunent
which is a borderline performance conbined with a not-very-
wel | performance of anal yst could give you, actually, a
pretty big error.

So | disagree with you in ternms of science and in
terms of statistics and in terns of experience | have.

And | possess very extensive experience in terns
of, like, let's say, ISOR, in terns of working in the | ab,
wor ki ng in a pharmacy, pharmaceutical |aboratory which has
so much nore stricter requirenments than this. It's
unbel i evabl e.

So | could say that it would nmake sense for ne to,
at | east, do the anal yst performon both instrunents and at
| east conpare, maybe internally. Just to nmake sure.

CHAI RVAN KI MSEY: But in the exanple that you
give, they would fail that proficiency test, wouldn't they?

RESEARCH SCI ENTI ST BUTENKA: Probably. But again,
t he question now arise, as | understand, how t he ASCLD/ LAB
evaluate, if this results, if standard, if substandard, if
it's beyond this 95 percent of probabilities the results
supposed to be conpared to peer group nean or it's not.

| have no knowl edge how they evaluate it. And
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also | have to say that, fromny understandi ng, ASCLD/ LAB
aut horized on a very, very basic level of -- like a plain
set of rules to nmany, many tests, and not very specific
generally to, let's say, analysis of alcohol.

And | evaluate sone statistical data and | cane to
conclusion, hey, this data are not normally distributed.
Now what? How we going to do it? How we going to eval uate
this particular result?

Does it fall within the standard deviation? |If
t he standard devi ati on concept even not applied here? How
we going to do it?

Like, if it's the Departnent who is overseeing
these results and even if we are not sending in proficiency
testing but we have accepted them from ASCLD/ LAB | can do
statistics and | can say for sure, hey, this |lab has a
problem It's beyond 95 percent.

Using the statistical nodel | think it fits
normally, | don't think it fits normally and | acquire sone
di fference nodel and | eval uated according to this nodel.

| can say which is substandard. The question is,
can the ASCLD/ LAB do the sane job specifically related to
al cohol, forensic al cohol analysis or not. And if not, then
what is the point of testing?

CHAI RVAN KI MSEY:  Well | think also the question

for the Conmttee is, are we proficiency testing individuals
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or instrunments? It sounds |ike we've heard from --

COWM TTEE MEMBER SHEN: And you shoul d keep in
m nd al so that the new accreditation guidelines nmandate an
uncertainty neasurenment budget. And so we are, all of those
things that you were tal king about, all |aboratories are
mandated to do and we're nmandated to report out that
uncertainty neasurenent budget. And, again, if you are
runni ng on an instrunent where you have a calibration curve
but all the other standard controls, blanks, et cetera that
we have mandated every single time and you have to have your
two sanples, your sanple run twice. And it has to be within
a certain percentage of each other; you are going to know if
sonmething is wong with your instrunent.

And if you're running an instrunent that's very
borderline and failing on a sonmewhat regular basis then
that's not an instrunment you should be running. But that's
sonmething | woul d expect the | aboratory personnel to be
handl i ng.

And that you wouldn't wait until you got a
proficiency test to figure that out.

RESEARCH SCI ENTI ST BUTENKA:  Wel |l sone probl ens
arise just right when you do proficiency testing, at |east
frommy experience. Then what do you do?

| mean, the total to ensure that there is no

probl em from nmy understandi ng would be just to test it, just
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both instrunments. Just provide the results for both
instrunents and that's it.

It's just one sanple nore if you have two
i nstrunents.

| nmean | agree, it's pretty arguable but if you
say, strictly fromthe point of view of statistics and
chance that sonething can fail just in the sane vein when
you're doing this sanples; if I were a |lab analyst | would
just do it on both instrunments. Just set it up
si mul t aneously. Just |ike what we do when we are tested by
ot her outside providers.

If we have two instruments that's what --

COW TTEE MEMBER SHEN:  You know what, | have a
guesti on.

RESEARCH SCI ENTI ST BUTENKA: -- | do.

COWM TTEE MEMBER SHEN: So do you run all your
sanpl es on both instrunments?

RESEARCH SCI ENTI ST BUTENKA:  Well, so far we have
only one instrunment for one nmethod and anot her instrunent
for another nmethod. They are principally different, head
space and direct injection GC but I'msaying to you, if I
had two instrunents which are the sane nethod; yes, they
have QC, yes you kind of make sure that they don't fail but
| would still do it on both instruments because your QCs are

not your conpletely is the sane as your blood sanples, so to
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speak. They are different matri x.

You never know what Kkind of effect could the
matri x have on analysis on this particular day. So, to be
strict maybe I'mtoo nerdy, but | would run it on both
i nstrunents.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
To answer Jennifer's questions. Wen we qualify PT sanples
we anal yze them But the head space and direct injection
instrunments to see if there's any --

RESEARCH SCI ENTI ST BUTENKA: Wl |, but she's
tal ki ng about when you have different methods as apparently
we have to do. But if we have the sanme nethod and two
different instruments, | would still do it.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
You know, | think the question as you pose it Dr. Kinsey is,
the notion of proficiency testing an instrunent sounds
i nherently probl ematic.

But the | anguage that we're trying to capture here
in the regulations which | would submt that we're now
striking conpletely, actually we're not, we're not striking
it, we're just striking the Departnent.

s the idea that the Departnent woul d eval uate the
ability of methods to neet the standard of perfornmance based
on PT results?

So, the shorthand notation you can call that the
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proficiency tests of the instrunent and ki nd of wonder what
i nstrument proficiency neans.

But the | anguage of the regulations sinply say we
use the laboratory's data to eval uate the nethods.

And al so --

COW TTEE MEMBER SHEN. Okay. So and once you do
zero one, point 1 (b), the only change that was made was
that the ability of nmethods to neet the standards of
performance set forth in this section shall be eval uated by,
and it used to say the Departnent, and now it says, a
forensi c al cohol anal yst using a | aboratory proficiency test
results and such ability nust neet the requirenments of these
regul ations. That's what we're tal king about here right
now, right?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
That definitely is, yes.

COW TTEE MEMBER SHEN. Okay. So it would occur
to me then, if we were going to have the Departnent have
oversight of the proficiency tests that perhaps this would
be where we would insert that information.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| agree.

COW TTEE MEMBER SHEN: | think that we woul dn't
want to just put it back the way it was because then that

can be subject to interpretation. Do we want to say,
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eval uated by the Departnent upon the |aboratory, that, you
know, upon subm ssion of, you know, proficiency test results
to the Departnment on such-and-so, you know, on a yearly
basis or whatever. W probably want to say sonething that

woul d indicate exactly how that evaluation is going to

occur.
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay. | agree --
RESEARCH SClI ENTI ST BUTENKA: Can we be nore
specific?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- | agree. If the OR people are there | think they would
concur that, generally in a given section don't want to put
too many different requirenments and too many different
descriptors. So it's probably going to be severa
subsections to actually capture all that.

COW TTEE MEMBER SHEN: Generally it's only one
subsection. And so let's talk about what exactly you want
in there. |1 mean, we're not, obviously, comng to agreenent
on the instrument issue.

| nmean, | still just, we have two points of view

Does anyone el se have a point of view? | still think that
each anal yst needs to be tested every year.

CHAI RVAN KIMSEY: Right. And | think we need to

sort of get sone feeling fromthe Conmittee. | nean, this
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has all been a very good di scussion but, and the Conmttee
sort of needs to be the one to decide.

COW TTEE MEMBER SHEN: Yes.

CHAI RVAN KI MSEY: And |'ve heard from Jennifer.
|"ve heard, | think Kenton has been nodding his agreenent to
Jennifer's interpretation. Oher fol ks?

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. | agree with Jennifer.

CHAI RVAN KI MSEY:  And Bruce?

MR LYLE: |[|'ve said it before, | thought that
proficiency testing was testing the anal ysts.

CHAI RVAN KI MSEY: Li eutenant Davis

COW TTEE MEMBER DAVIS: This is Kevin. You know,
my lack of comment is not a lack of caring. [It's just |
don't fully, you know, have the understandi ng that you guys
have of what proficiency testing involves or, you know, the
devices that are being tested and how they're tested.

But the --

COWM TTEE MEMBER WONG.  You know, that's okay.

COW TTEE MEMBER DAVI S: -- | ogic behind what
Jenni fer says nmakes sense to ne.

CHAI RVAN KI MSEY: That's fine.

COWM TTEE MEMBER WONG. That's okay.

CHAI RVAN KI MSEY: |Is there any other Committee

menber that | -- | don't know that Torr is here online or
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Laur a.

MR LYLE: Laura is not here.

CHAI RVAN KI MSEY: Right, okay. So | think the
consensus of the Committee then is that proficiency testing
applies to individuals, pretty much along the lines of what
Jenni fer has been di scussi ng.

Do we have sone specific |language? Do we want to
get into that |evel of detail?

MR. LYLE: Bruce Lyle. | have sone to propose.

It says, labs will be responsible to report test results to
CDPH and they evaluate these test results and they require
witten corrective action of any |aboratory that reported
outside acceptable limts.

COW TTEE MEMBER SHEN: This woul d be a
subsection?

MR LYLE: Yes.

COW TTEE MEMBER WONG  This is Kenton. | think
as long as we get all the information out there, like Cay
said, they may direct us to break it down into subsections.
But that's okay. | nean, as long as we get the information
that they need to satisfy them

COW TTEE MEMBER SHEN: | can't renenber -- did we
| ay out anywhere in Title 17, the new version, that these
need to be external tests? Do we need to have a subsection

t hat says, each anal yst needs to be tested once a year by an
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external proficiency test?

RESEARCH SCI ENTI ST BUTENKA: | don't see it.

COW TTEE MEMBER SHEN: Because if that isn't laid
out somewhere we probably need to add that.

COW TTEE MEMBER WONG. Yeah. W might have to go
back and add, "external", the word, external because, if |
recall, it didn't specifically say that.

COW TTEE MEMBER SHEN:. Ckay.

RESEARCH SCI ENTI ST BUTENKA: | think I SO has
internal requirenent tests done by them |SO requires
i nternal testing.

CHAI RVAN KI MSEY: Any ot her comments on the
| anguage suggested? Menber Bruce?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well |, it seens that -- this is Bob Haas fromthe program
We still haven't resolved whether we keep the | anguage,
whet her we're testing nethods, analysts or instrunents.

And it's not for me to say but, my opinion is that
if you're testing a nethod that's based on the SOP, the SOP
wi || describe the instrunmentation.

And if the instrunentation is identical and well
calibrated I would think that you wouldn't need to test each
instrument. And | don't know how big the biggest lab is.

Does it have ten GCs? Does that nean they have to

do ten different, each analyst has to do it on ten different
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i nstrunents?

So, there's a practical limt to this. But I like
t he | anguage, the original |anguage that tests a nethod
because that's your standard operating procedure.

And in those SOPs there's always the
i nstrunmentation described. It nmay say, you know, an agil ent
GC or equival ent.

COW TTEE MEMBER WONG  Ri ght.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| certainly could live with that as long as it's the nethod
that's being tested.

COMWM TTEE MEMBER WONG | concur.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Is there still debate about nethod, anal ysts, instrunent or
not ?

RESEARCH SCI ENTI ST BUTENKA:  Well, | have a
guestion to Jennifer. Do you require, in your |ab, do so-
called internediate precision which actually involves study
of analyst to analyst, instrument to instrunent -- when you
start your new net hods, when you just start the nmethods?

Do you have the --

COW TTEE MEMBER SHEN:  You know, |'m having --

RESEARCH SCI ENTI ST BUTENKA: -- study
per f or mance - -

COW TTEE MEMBER SHEN: -- | can barely hear you
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| didn't catch that at all

RESEARCH SCI ENTI ST BUTENKA:  -- well I'm what |I'm
aski ng, when you just introduce the nethod, and let's say
you have 10 instrunments, let's say you have, it's a big |l ab
and you have 10 instrunents --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Let nme interrupt for one quickly -- there's one lab with
three instrunents, other than that it's maybe two | abs,
maybe L. A. has got three now, |'ve forgotten

But one or two |abs has three instrunents, other
than that the maximumis two. So --

RESEARCH SCI ENTI ST BUTENKA:  Yeah, even if it's --

COW TTEE MEMBER SHEN:. Yeah, we have two.

RESEARCH SCI ENTI ST BUTENKA: -- okay. So if you
have two instrunments, when you just first introduce the
met hod for GC, let's say head space GC and you have two
instrunments and you have several anal ysts working, do you
perform any study or do you require to performany study so-
called internedi ate, precision, procedure validation part of
t he net hod where you actually describe what is the error
i nvol ved when you to anal yst-to-anal yst study and
i nstrunment-to-instrunent.

And if you do, is it somewhere docunented in your
witten procedure?

COW TTEE MEMBER SHEN: Well, | nean, | think this
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is probably getting beyond the discussions that we need to
have here. | certainly do, we certainly, |I'mcertainly
happy to discuss all of those things with you, probably at a
different tine.

But | think discussing our very fine detail of how
we handl e our instrunments is probably not appropriate for
here. And we do, absolutely, quite a bit of testing on
t hose instrunents before they go online.

And we do quite a bit of testing every time we run
a sanple and we are required and we will be required to
report an uncertai nty nmeasurenent.

| think that's sonething that is comng for al
| aboratories soon. So that is sonething that we also are
i nvol ved in.

But if you want to tal k further about that and how
we're doing that, I'"mhappy to do so at a different tine.

CHAI RVAN KI MSEY: And sort of back to Dr. Haas's
guestion. Are we sort of agreed that this is method and
i ndi vidual that proficiency testing is testing and not
i nstruments? WAs that your point? Your question?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Yeah, that was ny question.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Vell then | would --

RESEARCH SCI ENTI ST BUTENKA:  Well if they do it, |
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woul d agree that, really, it's a person testing. |If they do
i nternedi ate procedure, they will establish the budget and
everyt hing, then, yeah, of course, it nakes sense. You
don't test instrument. You test the anal yst.

If they don't then it's kind of question. That's
all.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, and it also occurs to ne that there's a, regarding the
guestion, it's a little bit like Jello, trying to pinit to
a wall. The definition of nmethod, | think Jennifer agreed
that if you had a nmethods involving three different
principles, liquid diffusion oxidation method and a GC
nmet hod, those woul d be separate nmethods, | guess, subject to
separate proficiency tests in order to enabl e the Departnent
to evaluate the ability of the method.

But, and at the other extrenme, there are |abs that
have a single witten docunent. Therefore you m ght cal
that a method description using two, as nuch as is possible
to manufacture two identical instrunments, two identica
instrunments, and | gather that there's a sentinent here,
although I don't particularly agree with it, that that would
be a single nethod.

There's an intermediate step. There are |abs with
an old GC and a new GC, separate witten docunents and

soneti mes sonewhat different procedural requirenents in
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terms of how you set up the, a run

Just throwing it out there, would that be two
nmet hods or a single nethod?

COWM TTEE MEMBER SHEN:  You' re asking ne?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Actually you do all the tal king, you can get seven ot her
menbers there, six other nenbers there that could respond.

COMWM TTEE MEMBER SHEN: Al right. [1'Il stop
t al ki ng.

COW TTEE MEMBER DAVIS: This is Kevin. | have no
i dea on that one.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Better take it Jennifer (laughter).

COW TTEE MEMBER SHEN: Well, | guess ny thought
is that if you have two, if you have two instrunents that do
the sane thing, they are the sane brand, they are within the
sane decade of each other and you operate themin the sane
manner, then that is one nethod.

| woul d agree that both of them have to go through
extensive testing before they go online but I would consider
that to be one nethod.

Where | would consider two different, if they were
using an FTIR and a GCMS, those are conpletely different
nmet hods and you woul d have to test your sanples using each

of those net hods.
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So, to me, this is kind of semantics, you know.
You're right if you' ve got, you know, you've got an
instrument that's so old you have to do sonet hing
drastically different to it to run your sanples, then maybe
t hat woul d be something you would have to | ook at as far as
the different nethods.

But basically, in nmy opinion, if it's the sane
type of instrument doing the same work in the sane way, it
i s one nethod.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON
Well, and then et me throwin one nore last thing, the
practical experiences of the Departnment since we've been
doing proficiency tests for 30 years we actually are the
obvi ous experts here.

We've certainly seen the case that |abs with
mul ti pl e net hods have had satisfactory results on one
instrunment, if you will, and unsatisfactory results on
anot her instrument.

| don't recall whether it was the same operator
but | suspect in sonme cases it was the sanme operators. So
our practical history, the results we've seen from our
history here is that even though they're one nethod, it's
possi ble to have a nethod produce unsatisfactory results;
and instrunent, if you will, under one nethod and have the

ot her produce acceptable results.
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So we've seen that, probably the typicals. It's
unusual for a lab with two instrunents to have
unsati sfactory on both instrunents.

COMWM TTEE MEMBER WONG | agree with Jennifer that
even if there are different instrunents but they're the sane
principle, you re going to know fromyour QA, your QC, your
day-to-day running of that instrument whether there's going
to be a problem

And the bottomline here is the Departnent wants
to know whet her we can get the right answer. That's the
bottom I i ne.

| don't care how you cut it, it still conmes up
Sni ckers. W have to conme up with the right answer. And it
doesn't nmake a difference. | nean that's, that's where the
rubber meets the road.

You guys want to know, can you guys get the right
answer ?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And | say, our practical experience has been | abs where the
rubber net the road, labs in the past have produced the
ri ght answer on one instrument and the wong answer on
anot her instrunent. That's happened.

COW TTEE MEMBER WONG Wl | that's --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well that's seriously problematic because both instrunents
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are in routine use. And, you know, that argues, | think,
for testing --

RESEARCH SCI ENTI ST BUTENKA:  How nuch was the | ab
or anal yst --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

-- instruments as part of this --
RESEARCH SCI ENTI ST BUTENKA:  -- | think it's a --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- | don't know, | don't know that history --
COWM TTEE MEMBER SHEN: And that |aboratory has to
go through sonme sort of --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- nyself. But that's serious --

COW TTEE MEMBER SHEN:. -- fi xing.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Par don ne.

COWM TTEE MEMBER SHEN: -- that's fairly unlikely
with the type of QA we run on these instrunents.

COW TTEE MEMBER WONG | agr ee.

RESEARCH SClI ENTI ST BUTENKA:  Yeah.

COMWM TTEE MEMBER SHEN: | just don't, | don't
think that we want to wite these regul ations for an extrene
exanple which | think that is.

COW TTEE MEMBER SEDGEW CK: This is Pau

Sedgewi ck. It doesn't really matter whether it's one
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instrument. If two different instrunents are giving two
answers, it's an instrunent problem not a nethodol ogy
pr obl em

MR. LYLE: Bruce Lyle. But it's the bottomline
in the | anguage that | was proposing. The second half of it
gives the Departnent the ability to | ook at those results
and if there is sonmething out of the ordinary that isn't
right then they can ask for corrective action.

So it doesn't matter whether it's the nmethod, the
i nstrunment or the person nessing up; what they need to do
is, what they'll do is they will identify that incorrect
answer results and then get back to the | aboratory that's
provi ding that and require sone kind of corrective action
whether it's corrective action fixing the machine,
retraining the anal yst or redoing the nethod.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
However, if the Departnent doesn't see results from
instrument A, it always gets results frominstrunment B, at
| east during one annual cycle, there's no way the Departnent
will be able to evaluate --

RESEARCH SCI ENTI ST BUTENKA: | nstrunent B.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- and request corrective action for instrunent B.

COW TTEE MEMBER SHEN: Well, the bottomline is,

when you do an anal ysis you have to run whatever instrunent
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you pick, the quality assurance or controls, everything el se
has to be in, and if they're not, that's a problem

And when we do proficiency tests if there's any
soot on an instrument and we're going to run it and we're
going to give you the results.

COW TTEE MEMBER WONG.  Correct.

COW TTEE MEMBER SHEN. And if there's a
probl em - -

COWM TTEE MEMBER WONG.  You're going to know it.

COW TTEE MEMBER SHEN: -- you'll get it.

CHAI RVAN KI MSEY: | think the consensus of the
Commttee is that we're tal king about nethods and enpl oyees
not instruments. |Is that pretty nmuch what |I'm hearing for
proficiency testing?

We're tal king about the anal yst and the nethod,
not the instrunent.

COW TTEE MEMBER SHEN: Yes.

COMWM TTEE MEMBER WONG Wl |, | think everybody --

RESEARCH SClI ENTI ST BUTENKA:  Unh- hnm

COW TTEE MEMBER WONG. -- is tal king about
enpl oyees and anal ysts but Clay is tal king about
i nstrunents.

CHAI RVAN KI MSEY: No, | know. |I'mjust saying,
but the Conmttee, the nmenbers of the Commttee. And |

understand Cl ay's perspective but the Conmittee, the
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consensus seens to be, not, siding with doing proficiency
testing on each instrunment which is what Cay is proposing.

COW TTEE MEMBER WONG.  Correct.

CHAI RVAN KIMSEY: |I'mjust trying to sort of nove
us along with regard to the --

COW TTEE MEMBER WONG  Yes.

CHAI RVAN KI MSEY: -- | anguage that Bruce has
proposed. And if we can, obviously, we're comng up on the
lunch hour. But it would be nice if we could sort of agree
on bull et nunber one and the | anguage and resolve this
di scussi on before we break.

So, is there any other suggestions or additions to
Bruce' s | anguage suggestion?

COW TTEE MEMBER WONG.  No.

COW TTEE MEMBER SHEN: So we want to put under
that particular section, the subsection of the discussion
that we need to test the anal yst per year with an external
proficiency test and then another one that says something on
the lines of, the last we are responsible to report test
results to CDOPH who will evaluate the test results and may
require witten corrective action of any |labs that are
reported outside the acceptable limts.

COW TTEE MEMBER WONG  Yes.

COWM TTEE MEMBER SHEN: But if you put, if we

wite that down in two subsections, will that accombdat e
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t his?

RESEARCH SCI ENTI ST BUTENKA: Could it be possible
at | east indicate what instruments you use for proficiency
testing?

MR LYLE: It's not in the regul ations.

COW TTEE MEMBER SHEN:  No.

RESEARCH SCI ENTI ST BUTENKA: Okay. But | nean
practically.

MR. LYLE: W're tal king about the regul ati ons.

RESEARCH SCI ENTI ST BUTENKA:  Ah, okay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, we're al so considering changing the regulations. And
so you don't need to be hanmstrung by them | nmean, unless
you want to be. But you don't need to be.

COW TTEE MEMBER WONG W don't want to be.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So then we --

COW TTEE MEMBER SHEN: This is Jen, we don't want
to be.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So then we can go ahead and include a requirenent that we
woul d identify -- for instance, that |ab that does a Wdnmark
met hod and a GC net hod, do we get --

RESEARCH SClI ENTI ST BUTENKA:  Yeah, we need to know

what net hods they use, right?
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COW TTEE MEMBER SHEN: W're --

RESEARCH SCI ENTI ST BUTENKA: W need to know what
do you, what method do you use for precision --

COW TTEE MEMBER WONG  You're going to --

RESEARCH SCI ENTI ST BUTENKA: -- testing.

COWM TTEE MEMBER WONG. -- you're going to have
to do external proficiencies for each one of those nethods.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Ri ght.

RESEARCH SClI ENTI ST BUTENKA:  Yeah.

COW TTEE MEMBER WONG  That's under st ood.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
And t he nethods would be identified in the reports?

COWM TTEE MEMBER WONG  Yeah. You're going to
know that you're getting the Wdmarking. You're going to
know you're getting the GC

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
But that's not in the regulations as Bruce Lyle will point
out .

RESEARCH SCI ENTI ST BUTENKA:  Yeah, it's not.

COW TTEE MEMBER SHEN: And | think --

COW TTEE MEMBER WONG  For each --

COWM TTEE MEMBER SHEN: -- that's okay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Al so --
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COWM TTEE MEMBER SHEN: | think, as of my opinion,
this is enough.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Lots of words get thrown out here, nmainly for effect, |
suspect. You nentioned that two instrunents that were
manufactured within the same decade; are you suggesting that
t he regul ati ons shoul d i ncorporate a manufacturing date? O
was that just, were you just --

COW TTEE MEMBER WONG.  No.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:

-- throwi ng out words?

COWMWM TTEE MEMBER WONG. |' m speaki ng for Jennifer,
no.

COW TTEE MEMBER SHEN: | was just --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So it was --

COW TTEE MEMBER SHEN: -- no, no.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- she was kidding, all right.

COWM TTEE MEMBER SHEN: | know. You can't see ny
face or you would know that | was kidding. |'msorry.

CHAI RVAN KI MSEY: Any ot her suggestions to Bruce
Lyl e' s | anguage?

(No response)

CHAI RVAN KI MSEY: Ckay. How |ong do we want to
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take for lunch? Thirty mnutes?
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Thirty m nutes.
COWM TTEE MEMBER WONG. Do they have to go --
CHAI RVAN KI MSEY: Do you guys have to go out and
about down there in San Diego or --
COMWM TTEE MEMBER SHEN: We're not really sure
(laughter).
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Forty-five m nutes.
CHAI RVAN KI MSEY: Want to make it 45 minutes? Be
back at one.
COW TTEE MEMBER SHEN: Back at one.
COW TTEE MEMBER WONG  Does that work?
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Back at one.
CHAI RVAN KI MSEY: Ckay. Thank you all.

(A lunch break was taken off the record.)
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AFTERNOCON SESSI ON

CHAI RVAN KI MSEY: Do we have the fol ks back in
Sacr anent 0?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Sone of them

CHAI RVAN KI MSEY:  Sacr anent 0?

COW TTEE MEMBER DAVIS: Sacranento i s back
online.

CHAI RVAN KI MSEY: Ckay. Do you have -- and who do
you have there with you in Sacranento?

COW TTEE MEMBER DAVIS: Fromthe Committee, Kevin
and --

MR. HUCK: And Russ and Wody and the O fice of
Regs peopl e have not yet returned nor has Peter.

CHAI RVAN KI MSEY:  Ckay.

THE REPORTER: And who was that speaking.

CHAI RVAN KI MSEY: That was Russ Huck.

THE REPORTER:  Ckay.

CHAI RVAN KI MSEY: And Steven Wods is also there.

CHAI RVAN KI MSEY: Are the fol ks back -- everyone
back in San Di ego?

MR LYLE: Yes sir.

COW TTEE MEMBER SHEN: Yes.

CHAI RVAN KI MSEY: Ckay. | think since our

Comm ttee nenbers are back | think we can go ahead and
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conti nue.

W were just tal king here that we have one bull et
down and three to go. And the first bullet only took us an
hour .

COW TTEE MEMBER SHEN: And that was the easy
bul I et .

CHAI RVAN KI MSEY: | was going to say that ny
perspective was, that was the easy bullet (laughter). But
nmoving on to bullet nunber two, it says, renove CDPH
authority to review, approve and test the qualifications of
per sons enpl oyed by a | aboratory.

And we, the subconmttee had tal ked a bit about
training. | don't know that we had gotten into
gualifications. [It's in ny book.

COW TTEE MEMBER SHEN:. Wel|l we have the
gqualifications set out in our proposed Title 17, correct?

CHAI RVAN KI MSEY: Right. And we seemto have sone
agreenent on training with regards that, you know, the
Department could put out sone criteria and guidelines for
training that would need to be foll owed.

COW TTEE MEMBER SHEN: Right. What we tal ked
about was, | think, maybe where we are going to want to go
here is that the, you know, when we have a new person on
board at the | aboratory that that person has to submt a

transcript or certificate or proof of graduation in a
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particul ar degree that woul d be appropriate for what we have
laid out in Title 17.

And then, my thought was that we woul d have an
outline of the topics that need to be covered in training
and about the | aboratory staff is responsible for providing
t hat training.

However, it befits that the Departnent woul d have
access to the training records to ensure that an anal yst has
t he background through training in all of the areas that are
i mportant.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Wi ch bullet are we tal king about ?

RESEARCH SCI ENTI ST BUTENKA:  Nunmber three, |
guess.

CHAI RVAN KI MSEY:  Nunmber two.

RESEARCH SCI ENTI ST BUTENKA:  No, | think it's
nunber three, three is --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
What - -

CHAI RVAN KI MSEY:  Well we were tal king about
qualifications, bullet nunber two --

RESEARCH SCI ENTI ST BUTENKA:  Ah, qualifications --

CHAI RVAN KI MSEY: -- training came up as a result.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay. So we're tal king about both of thenf
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CHAI RVAN KI MSEY: If you'd |ike.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
| don't know -- one at a tine --

MR. LYLE: They're tal king about qualifications.

COMWM TTEE MEMBER SHEN: Oh, I'msorry. | was sort
of, I was sort of combining the two. | apol ogize.

CHAI RVAN KI MSEY: No, no. That's okay. W were
j ust acknow edging that. And they do fit together to sone
ext ent.

But back to sort of the qualifications issue.
What role do we see for the Departnment with regards to that?

COW TTEE MEMBER SHEN: Well what are, in fact,
the qualifications currently? | nmean, with what we have
witten in Title 17 now the qualifications are certainly,
educational, correct?

COW TTEE MEMBER WONG  Uh- hmm

CHAI RVAN KI MSEY:  Correct.

COW TTEE MEMBER SHEN: So we'l| start with that.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Well, the other qualification is two years experience, wll
now be, two years of experience perform ng forensic al cohol
anal ysi s.

COW TTEE MEMBER SHEN: The issue that the author
of the letter took was the el aborate, the changes in Title

17 was that we renoved CDPH, the CDPH s authority to review,
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approve and test the qualifications of persons enployed by a
| abor at ory.

There was no questioning of what we determ ned
qualifications would be. Just that the Departnent didn't
have any oversi ght of them

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay, I'm--

COWM TTEE MEMBER SHEN: Put asi de an argunent
about what the qualifications should be and | ook to how the
CDPH has oversight of the qualifications that we' ve al ready
deci ded were appropriate in our rewite of Title 17.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, I think we would just continue the current, the
current procedure is |labs submt sonmething called a, page B

There woul d be sone equival ent of that which |ists the
education, training and experience of the individual. And
we would review that.

And then, since it's a specific requirenent of the
regul ati ons those individuals woul d have to take a
proficiency test and a witten exam nation -- the
regul ations actually refer to those activities as being
submtted by the Departnent.

So the Departnent actually, under the current
program it would actually adm nister those tests but under

t he proposal and the program s new i deas those tests woul d
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be conducted by, an actual test would be perforned by sone
approved proficiency testing entity.

COW TTEE MEMBER SHEN: Okay. So, for educati onal
requi renents we're | ooking at subm ssion of degree or
subm ssion of transcripts? Does anyone feel one way or the
ot her on that?

Because now all we have for education is, a
Baccal aureate or hi gher degree in any applied physical or
natural science, period. So, how does the Departnent want
proof of that degree?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, you say the | abs always require that the individuals
have a transcript. So just go ahead and submt copies of
t hose transcripts.

COW TTEE MEMBER SHEN:. Al l right.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And then the regulations require that they have two years of
experience perform ng forensic al cohol analysis.

MR. LYLE: This is Bruce Lyle. And this is in
order to be an analyst? They have to have two years of
experience anal yzi ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
O inlieu of that two years experience, they' ve conpleted a
training course. Those are the regulations that you guys

wr ot e.
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COWM TTEE MEMBER SHEN: A training course approved
by the | aboratory. This training course to include the
m ni mum of the follow ng schedul e of subjects.

So again, | don't, | would rather we didn't go
down the road of arguing what it is to pass in our newy
listed Title 17. Let's talk about the oversight.

If we want to address the oversight, how woul d we
do that?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And that's what we're tal king about. |In order to restore
that Departnment's authority to review, approve and test the
qualifications then the |ab, the Departnent woul d be
involved in a review and approval of the educational,
trai ning and experience qualifications to the individual and
in addition would submit a proficiency test and witten
exam nation

That's how you woul d restore the renoved CDPH
authority to review, approve and test the qualifications of
per sons enpl oyed by the | aboratory.

COMWM TTEE MEMBER SHEN: | personally would like to
see the witten tests go away.

RESEARCH SClI ENTI ST BUTENKA: Wy ?

COW TTEE MEMBER SHEN: Because it's very
outdated. Either that, or it needs to be nmuch noderni zed.

CHAI RMAN KI MSEY: Is this a test that the
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Departnment puts out?

COW TTEE MEMBER SHEN: Yes.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. It strikes ne as though it's really tough to put
a witten test and check a person's analytic ability.

| don't think that's ever going to work.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, it's a witten test and a proficiency test.

COW TTEE MEMBER SHEN: Well, 1'mon board with a
proficiency test, absolutely.

COW TTEE MEMBER SEDGEW CK: Paul Sedgew ck, ne

t 0o.
CHAI RVAN KI MSEY: What is the witten test?
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
The witten examtests the individual's, | nean, for an

analyst it sinply tests the individual's know edge of Title
17, the requirenents for QC, his know edge of what the
met hod, what the lab's individual nmethods actually require.

RESEARCH SCI ENTI ST BUTENKA: Just the know edge of
t hose things.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So it tests the know edge of those areas.

COW TTEE MEMBER SHEN: | guess what | would |ike
to see in this particular bullet, I, you know, we can talk

about the authority to review and approve and as far as
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testing the qualifications of persons, | think that that
shoul d be handl ed by the proficiency tests.

| would |ike to see the witten test go away --
conpletely. | just don't, | don't, and this is just ny
opinion from-- and the opinion of ny analysts, that it's
just, it doesn't really do anything for us.

So if there is, say, a correct background
educationally and the correct anount of experience or
soneone has gone through an approved training program and
t hat person passes a proficiency and/ or conpetency test, |
t hi nk we have conpetency tests outlined in Title 17, then
t hi nk that woul d be enough.

RESEARCH SCI ENTI ST BUTENKA:  Could it be possible
you provide your training course so | can see how nuch it's
nor e nodern conpared to our outdated test?

CHAI RVAN KI MSEY:  Well | think right now we're
tal king about the witten test though.

RESEARCH SCI ENTI ST BUTENKA: Yeah, witten test.
Because they say they have their internal training
procedure. |Is it possible, at least, to see that training
procedure? Do they have sone kind of requirements to know
what is in the nethod? Wat do they have there?

At least this information, | think, would be,
woul d be, | nean, beneficial to know to make sone ki nd of

i dea.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
| guess nore to the point, does your training procedure
include a witten exan®

RESEARCH SClI ENTI ST BUTENKA:  Yeah.

COW TTEE MEMBER SHEN: Well, | think where we're
at here is we're trying to talk about what we want in Title
17. And it's ny opinion that the correct educati onal
background, a proof of a, you know, of lecture series that
includes all the topics of relevance and a proficiency test
shoul d be enough to nmeet our state oversight.

But individual |aboratories choose to do with
their witten tests or not do, it would be, you know, part
of their own training program

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So you want to keep that, you don't want to divul ge what,
it's confidential information then? | don't want to --

COW TTEE MEMBER SHEN: What | want to avoid here
is | don't want to nmake this about San Di ego Police
Department. So |'mextrenely confortable with the way we
operate our system | amextrenely confortable with our
| aboratori es and how we worKk.

So | have absolutely no problenms with that. And
if you want to have any of these conversations at anot her
time, I'mabsolutely happy to do that.

But here we're tal king about regulations for the
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entire state. And | don't think it's inportant what it is
that 1 do in ny | aboratory.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Well | would just argue that it's not uncommon when,
especially when an agency is approving the qualifications of
soneone that involves sonme, you know, sonme know edge,
techni cal know edge and know edge of the |aw and the
regul ations here; it's not unconmon to have a an exam

COW TTEE MEMBER SHEN:  You know, | agree.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
And so, the Departnment was sinply, and you know, the
Comm ttee can just vote and determne, | don't want to argue
this all day either --

COW TTEE MEMBER WONG  Ri ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:

-- could just vote and determ ne that even though it's
common for some reason, | think you would state those in
the, you know, in the initial statenment of reasons, for sone
reason it, because of the special characteristics of this
group, it's not necessary.

COW TTEE MEMBER SHEN: It's not that it's not
necessary. |It's that it should be -- | think though what we
want, or at |east what | should state what | want, is | want
the | aboratory managenent to have a little nore oversight on

how they train their people and whether that's through a
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course or witten exans or, you know, certain types of tests
or correlations studies along with all the lecture materi al
and, you know, | want the |aboratory to take ownership of
their training because, you know, we're the ones that have
to defend what we're doing in court. And we're the ones
that have to ensure our people are ready to go.

And | would like the Title 17 to have the m ni mum
that we have to have. And | woul d wager that nost
| aboratories go well above and beyond that.

And | don't want to be forced into a witten
exam nation. It doesn't address my needs for my section.
So, you know, you can, | suppose a good alternative would be
that the training programnust include these areas of
| ecturing and in addition to that at the end of the training
programthere needs to be a witten test so that the
| abor at ory nmanagenent can determ ne.

So if you feel a witten exam nation is very
important, | just don't want it to be one size fits all.

CHAI RVMAN KIMSEY:  And this is Paul. And not that
| " madvocating a witten exam but woul d there be any
advantage to a comon exam Yyou know, sort of for, it would
be across the state, and if it, it mght be able to nmade at
| east nore convenient if it was online.

You know that's, a lot of that is done now where

you pretty nmuch know by the end of the 15, 20, 30 m nute,

EHLERT BUSI NESS GROUP

(916) 851-5976




98
1| whatever, period of tinme that the exam --
2 RESEARCH SCI ENTI ST BUTENKA:  You know, we can
3| design that --
4 CHAI RVAN KI MSEY: -- takes that, you know, you
5| know whet her you've passed or not. You can print out a
6| certificate. | don't know | think there's sone, | guess
7| the point I"'mtrying to make is that there's sone easier
8| ways now of doing exans and is there any advantage to havi ng
9| a -- if there is going to be a witten exam of having a
10| common st atew de exam
11 COWM TTEE MEMBER SHEN: It depends on who t hat
12| examis witten by | suppose.
13 CHAI RVAN KI MSEY: Well, the Commttee could, you
14| know, we're supposed at |east every five years.
15 COMWM TTEE MEMBER WONG We're already to the
16| second round (Il aughter).
17 RESEARCH SClI ENTI ST ZABALA: Can | nmake a comment ?
18 CHAI RVAN KI MSEY:  Sur e.
19 RESEARCH SCI ENTI ST ZABALA:  Ckay.
20 CHAI RVAN KI MSEY: Yes, state your nane pl ease.
21 RESEARCH SClI ENTI ST ZABALA: Zenai da Zabal a.
22| Regarding these exans, the Departnent's exans. It's just,
23| these are witten exanms of how nmuch the anal yst know of the
24| regulations in relation to what they do in the | aboratory.
25 RESEARCH SCI ENTI ST BUTENKA: That's true. And
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nost of the nethods are set up --

RESEARCH SCI ENTI ST ZABALA: And that's just ny
conment .

RESEARCH SCI ENTI ST BUTENKA: -- to acconmpdate the
regul ations, historically. So in this sense, this exam
makes perfect sense. It doesn't test how they are good,
according to their manager to performthe work. It tests
how t hey are good to performwork according to regul ation.

And as | | ooked at the nmethod, they are feed the
regul ation, historically. So, so far the situation is |ike
this, they do feed the regul ation.

CHAI RVAN KI MSEY: Excuse ne just a nonment. | can
see sonme nore people have joined us in Sacranmento. Could
you identify yoursel ves?

COW TTEE MEMBER ZI ELENSKI : Yes, Torr Ziel enski,
Cal i fornia Public Defenders Association

CHAI RVAN KI MSEY:  Ch, hi Torr.

COW TTEE MEMBER ZI| ELENSKI: How are you?

CHAI RVAN KI MSEY:  Good.

COW TTEE MEMBER ZI ELENSKI :  Good.

CHAI RVAN KI MSEY: And | think sonmebody canme back
from QLS or --

M5. DVORAK-REM S: O fice of Regs --

CHAI RVAN KI MSEY: O fice of Regs.

M5. DVORAK-REM S: -- Rosal ee Dvorak-Reni s.
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CHAI RVAN KI MSEY: Ch yes, hi Rosalee. It's a
little fuzzy up there on our |lens here --

RESEARCH SCI ENTI ST BUTENKA:  It's blurry.

CHAI RVAN KI MSEY: -- anyhow, back to the question
of the exam \What's the feeling of the Commttee nmenbers on
t he necessity --

MR. LYLE: Bruce Lyle. | wouldn't be opposed to
t he Forensic Al cohol Review Conmittee neeting regularly to
draft a witten test. It just seens like it should people
that are, that actually work in the field and do, do the
actual | obs.

Because it seens |ike the people that are applying
for these jobs and that are either applicants or they're
per spective anal ysts, that they've gone through a | ot of
testing as far as witten testing --

RESEARCH SClI ENTI ST BUTENKA:  Poor guys.

MR. LYLE: -- already.

CHAI RVAN KI MSEY: O her perspectives, conments?

COW TTEE MEMBER WONG  This is Kenton. |'m not
actually sure if we, if the goal here is to actually restore
the authority of the Departnent to review and approve and
test the qualifications of persons.

| nmean, according to 17025 and | SO regs, you have
to have your individuals go through their training and

their --
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RESEARCH SCI ENTI ST BUTENKA: Aha, it's not much --

COW TTEE MEMBER WONG  -- their what-not that's
required. And then the |aboratory certifies themfor work
within that discipline. And |I'mnot exactly sure that, |
mean, because the Departnent already doesn't have the

authority to really review, approve and test qualifications

anynor e.
So I"'mnot exactly sure what this is all about.
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Comment fromthe public. | do think, I"'mglad we're kind

of getting off the discussion of the nerit and value of a
witten exam nation because | don't think -- | think the
i ssue here, and probably the issue with all of these
bulletin points is whether we have a system or we have
i ndependent, external, state-|evel overview or whether we'll
rely on a kind of, self-review

And the Commttee has, in revising the regul ations
has consistently fallen on the side of allow ng i ndependent
self-oversight. And | think the letter from the Decenber
15th letter was in response to that.

So again, the Conmttee can vote down what, you
know, a given proposal and we'll see what happens.

COW TTEE MEMBER SHEN: Well, you know, the
captain is right. You know, what we're sort of kind of

doing here is trying to cone to a sort of a mddle ground
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but we obviously wote Title 17 in a manner to keep that
over si ght from happeni ng.

So, you know, I'd be willing to discuss a, sone
options so that you as a Departnment have sone idea of what
our anal ysts have gone through.

So | do think providing a transcript, providing
proof of soneone --

COW TTEE MEMBER WONG  Ri ght.

COW TTEE MEMBER SHEN: -- has had two years
experience or providing docunentation froma | aboratory
director or nmanager that this person has finished a training
program t hat enconpasses these things --

COW TTEE MEMBER WONG  Ri ght.

COW TTEE MEMBER SHEN: -- that should be it.
That's the kind of oversight I'mlooking for --

COW TTEE MEMBER WONG  That's, | agree --

COW TTEE MEMBER SHEN: -- not for you to do any
eval uations or anything else. It's just that, you know, |
as a lab director have not submtted to you a person's
transcripts, their experience. And if they finished this
training I'"'msigning it. |[If they finish this training
that's covering these topics and this person is ready to go.

And t hat you now know that that person has
acconpl i shed those things.

And so it's the oversight, that is what
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personal |y woul d be | ooking for here.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewick in San Diego. | totally agree with Jennifer and
the coments that we're really not in the position to
restore repeal ed regulations. That's not what we're doing.

COW TTEE MEMBER WONG.  Nope.

COW TTEE MEMBER SEDGEW CK:  And speaki ng as an
ex- ASCLD/ LAB i nspector, there's nore than one way to skin a
cat. And there is no way to wite a test that's going to
cover everything.

As long as people are trained, the testing is
docunented and, if need be, provided to Clay's group | agree
with Jennifer, that should be sufficient.

CHAI RVAN KI MSEY: Ckay. This is Paul Kinsey in
Ri chnond. And so, | guess when it conmes to the test,

Kent on, Paul Sedgew ck and Jennifer are pretty much, no, to
the idea of a witten exam

| nmean, |'msort of equivocal. | nean, | don't
feel strongly at this point. | think Bruce was sort of
| eani ng towards possibly not an exam but thought that we,
maybe the Committee could be witing the questions. |Is that
correct Bruce? Wat your --

MR LYLE: That's correct.

CHAI RVAN KI MSEY: -- and | don't know, Torr, what

is your perspective? |1 know you canme in a little late but
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do you have sufficient information to sort of -- tal k about

a test idea?

COWM TTEE MEMBER ZI ELENSKI: Yes. | think perhaps
| need to hear nore -- to cone in kind of |ate.

CHAI RVAN KI MSEY: Sure. Well, | guess | can try
and summari ze real quick. | mean, of the Decenber 15th

letter, we're working on bullet nunmber two which tal ked
about the Departnent's authority with regards to revi ew ng,
approving and testing the qualifications of persons enpl oyed
by a | aboratory.

There seens to be a consensus that the
docunentation, transcripts, these sorts of issues, the
Depart ment woul d be aware of.

We currently do an exam And the necessity of
that examis sort of what's under discussion. | think
there's sone feeling that the examis not, obviously maybe
not necessary.

My perspective a little bit is that, you know, a
statewide examwi th uniformty m ght have some nerit if it
was updated and this Coormittee could see to that.

But you've heard sort of the argunents, | believe
on the other side with regards to the not having a
necessity.

But you have sone questions of the Conmttee to

hel p deci de your thoughts?
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COW TTEE MEMBER ZI ELENSKI: So the question is
whet her, the question is whether or not to allow the
credentials and/ or any exam nation to be conducted
internally via the private | abs as opposed to having state
oversi ght of those, of the exam nation and/or the
credentialing process?

The question is, is what after is supposedly going
to be state or Departnent oversight of these requirenents?
s that right?

CHAI RVAN KI MSEY: Yes, overall. And | think the
issue that is nost controversial is the actual witten exam

COW TTEE MEMBER ZI ELENSKI: As to whether or not
it will be internally handl ed?

CHAI RVAN KI MSEY: Internal to the |aboratory or
sonmet hing that the Departnent was involved with

COWM TTEE MEMBER ZI ELENSKI: |'mall for oversight
fromthe Departnent.

COWM TTEE MEMBER WONG Wl |, Torr, in the past
the | aboratory and anal ysts were given a test by the state
in order for that person to be provided a state |licensure as
either a forensic al cohol analyst or an al cohol supervisor.

But those designations and |icensures don't exist
anynore in regulation.

So there's no reason to actually provide a test

because the state isn't giving |icensures or granting
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licensures to any individuals to do those things anynore.

So, what we're tal king about here is, if there's
no state licensure that's actually bei ng deenmed and bl essed
upon an individual then I think the happy nediumthat we're
tal king about here is for us to provide the docunentation
and transcripts that the person has the sufficient education
and training and certification of the |aboratory for that
forensic discipline to do the work.

And | don't really think the Departnent has the
authority to really approve of that per se because it's not
a regulation anynore. There's no |icensures being given.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Let nme just --

COW TTEE MEMBER ZI ELENSKI: Wl that --

RESEARCH SCI ENTI ST BUTENKA: |s that what we
di scuss the --

COW TTEE MEMBER ZI ELENSKI: That appears to be
the conflict that we're having here as to whether or not
there's, you know, is it going to be Departnent oversi ght
and/ or whether or not this is all going to be privatized and
handl ed internally.

My view on this stuff is that, to the extent that
we're not statutorily precluded, clear and concl usively,
from having state oversight, | prefer to have checks and

bal ances.
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And if that means havi ng sonebody fromthe
Department get involved in this thing and certifying things
I"minclined to look at it fromthat perspective.

And t hat appears to be consistent with Dr.

Kinsey's position. |Is that correct?

CHAI RVAN KI MSEY:  Well -- 1, I, sort of alittle
bit like Lieutenant Davis. | nean, if -- I'mnot famliar
with the exam |'mwas never licensed. And |I've not worked
in a forensic laboratory. | just knowthat if we are

tal ki ng about an exam and whether it's for |icensure or not,
|"mnot sure it is, but just maybe for an approval which is
a slippery slope, | understand.

But if there's, you know, if there's an examt hat
we're going to talk about | just know in other areas that a
st andar di zed exam across the state has nore neaning if
you're noving fromone | aboratory to the next.

But, again, if the individual |aboratories are
doing their own testing, you know, that may be sufficient.

So |l really amin the mddle of the road here on
whet her or not the Departnent should be involved with the
test.

| know that, obviously a |lot of tests could be
noderni zed. This Conmittee could have, you know, approval
of the test. It could be done online.

It wouldn't necessarily be a burden. At least it
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could be tried to be nade as not nmuch of a burden.

But | defer to other people, actually, in these
| aboratories as to the necessity. | just see advantages of
a statew de exam

COW TTEE MEMBER DAVIS: This is Kevin. Just a
guestion. Are there any standardi zed or statew de exans for
other disciplines Iike DNA or firearns or things |ike that?

COW TTEE MEMBER WONG  There are certification
exans in the different forensic disciplines. And then
there's also a general crimnalistic examwhich is a
national board certification by the American Board of
Crimnalistics.

CHAI RVAN KI MSEY: And on the clinical side there's
over 30 different certifications and exans and |icensures.

COW TTEE MEMBER WONG Right. | also have ny
licensure as a clinical toxicologist as well with the state.
So there's a bunch of different exanms you can take.

COW TTEE MEMBER DAVIS: So, so then --

COW TTEE MEMBER SHEN: Real ly, those exans are
not, those are the exans that are not required.

COWM TTEE MEMBER WONG  No, they're not.

COW TTEE MEMBER SHEN: So, and | just want to
poi nt out here that what, we're not tal king about the state,
| nmean, in ny concept, it's not that we're tal king about the

state not havi ng an oversi ght.
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It's kind of like the proficiency tests, we're
going to do, we're going to hire people with the right
degr ee.

We're going to nake sure that they follow Title 17
as far as their experience goes. W're going to nake sure
that they get a training programthat, | would assunme nost
| aboratories have witten exam nations as well as like a --
course, and a, a proficiency tests, conpetency tests as well
as the lectures et cetera. That those training prograns
follow the outline that is laid out in Title 17.

The Departnent woul d then get proof of those
things occurring. So that to ne is the check and bal ance
right there.

| don't think the Departnent has to wite the
exam nation --

COW TTEE MEMBER WONG.  No.

COW TTEE MEMBER SHEN: -- in order to make the
training programlegitinmate. The Departnment needs to know
that there is one and what's being taught and the anal ysts
have conpleted it.

So that to ne is where we want to be as far as a
noder at e approach that will take both points of viewinto
account .

CHAI RVAN KI MSEY: Does that help you Torr?

COWM TTEE MEMBER ZI ELENSKI: It does. The problem
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is that |eaves up to each | aboratory w thout any objective
criteria being laid across the Iine; each | ab setting their
own criteria and then indicating that that is sufficient as
opposed to there being sone across-the-board, universal
nmeasures that would establish that the qualifications
across-the-board with every lab that's engaged in this type
of testing.

And we'll worry about, you know, certainly I
suspect that nost of the |abs out there are responsible
| abs. But what about the |abs that are not responsible that
are certified that, you know, a particular individual to be
able to connect the testing when it turns out that it, in
fact, may not be reliable and therefore not having an
across-the-board standardi zati on process you run into the
potential of rogue |labs or those types of things occurring
even though, | think, the probability is that, that doesn't
happen -- that nost people are going to attenpt to be
responsi bl e.

But | like the idea of in this area of there being
sonme across-the-board standardi zed testing that
aut henticates and verifies the legitimcy of whatever the
| abs certify.

And it seens to ne that's the protection that, a
means of protecting basically against the mnority of the

| abs that may not do what they're supposed to do.
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COWM TTEE MEMBER SHEN: But don't forget that
right now | aboratories are using their discretion in their
trai ni ng prograrns.

Al the Departnent is doing really is issuing a
proficiency test which they would still be getting that
result and issuing a witten exam nation that is very
focussed on certain things that probably aren't going to be
all that apropos any | onger anyway.

So, | nmean, |I'mnot against witten exam nations.

| think they are fine and certainly | think that

| aboratories ought to have that as part of their repertoire.
| am concerned about a report or a testing issue

that is fully Departnent driven | guess. So, | nean, if we

feel, if everybody feels that the state needs to have sone

sort of witten exam nation out there, then | agree that

people |ike us should be witing it. And then that can be

used.

But | think going with what we have now |' m ready
to go anay fromthe witten exam nation that is currently
bei ng of fered.

CHAI RVAN KI MSEY: And how many questions is the
current exam nation?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Thirty maybe.

CHAI RVAN KI MSEY:  About 30 | hear.
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COW TTEE MEMBER ZI ELENSKI: | nean, if the
exam nation is going to be sonmething that is required then
why not have the exam nation be sonmething that has universa
obj ectives analysis in their interpretation.

| mean, our own crinme |lab here in Sacranento has
sonme issues init, with it, in various aspects.

So, you know, with the volune of cases that cone
through on DU s it's inportant, | think, across-the-board
that we have those types of checks and bal ances overall.

CHAI RVAN KI MSEY: Would this Committee want to
have responsibility or at |east contribute to that exan? To
make it rmaybe nore relevant to the circunstances?

RESEARCH SCI ENTI ST BUTENKA: Mre nodern, so to
speak.

MR. LYLE: Bruce Lyle, | would.

COW TTEE MEMBER DAVIS: This is Kevin, | would
not (Il aughter).

COWM TTEE MEMBER SHEN: Yeah. We're having
troubl e getting our own work done here (Il aughter).

COW TTEE MEMBER SEDGEW CK: Paul Sedgew ck. And
maybe we need to deci de whet her we want an exam before we
decide who is going to wite it.

COMWM TTEE MEMBER SHEN: | would like to offer up
the concept of the | aboratories having to follow the

gui delines set forth in Title 17. And if we want to put in
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those that that would include a witten exam nati on, that

woul d be fine and get away fromthe Departnent-authorized

one.
That is ny opinion.
CHAI RVAN KI MSEY: And so, your idea of the exam
woul d be, it would be by each individual |aboratory. 1Is

t hat correct Jennifer?

COWM TTEE MEMBER SHEN: Yes. And again, you know,
if we want to have a part of the oversight, the training
programis the, the conpletion of the training programwth
its elements, there needs to be sone sort of indication to
t he Departnent that an anal yst conpleted a training program
covering these topics to include a md court, a witten
exam nation and proficiency test and conpetency test or
whatever it is the |aboratory deci des.

And then that docunentation would go to the
Depart nment .

COWM TTEE MEMBER WONG  And Torr, that's sonething
that all the |labs are doing anyway in accordance with their
accreditation standards.

COW TTEE MEMBER SHEN: Yes.

CHAI RVAN KI MSEY: Wl |, any other discussion? |
think we may end up having to have a vote here. | mean, not
that that's the end of the world. But, any other discussion

before we go around with the Conmttee and have a vote?
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RESEARCH SCI ENTI ST BUTENKA: May | suggest
somet hi ng?

CHAl RMAN KI MSEY: Can you state your nane.

RESEARCH SClI ENTI ST BUTENKA: Nat al | i a But enka.

"' mnot very, | haven't been here for many years, but |
woul d | ove to hear fromny coll eagues, what is it |ike,
m stakes in this witten exans?

Are there really that egregious or sonething wong
with then? Then we may cone to conclusion that naybe we do
need to have witten exam nation to test know edge of the
peopl e who are supposedly approved by their training program
before they cone to us.

And if they do have this kind of error, | catch,
caught personally only several of thembut, to ne it's kind
of |ike unacceptabl e.

For exanple, they don't know what is a unit. They
don't know that it should be area count instead of, for
exanpl e, just ratio.

They sonetinmes they nmake typos on the results.

" mtal ki ng about the subm ssion of proficiency testing
results when they actually identify the area count and they
give us the idea that they understand the whol e process, how
they arrived at this particular results, quantitatively.

And if people who are presumably approved by the

training of their lab go and nmake these ki nds of m stakes,
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for me, this is the argunment for examrather than agai nst
exam

CHAI RVAN KI MSEY: Do we have any other --

RESEARCH SCI ENTI ST BUTENKA: Yeah, naybe people
have no experience --

CHAI RVAN KI MSEY: -- information on the nunber of
peopl e who have taken and failed or --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, we provide them one opportunity to correct or clarify
the response. And the overwhelmng majority -- | nean, the
nost common failure is a failure on the PT and then that's,
they have to take it again. And they have to --

Probably the, we do a kind of a one-tine basis,
you know, methods have becone, unlike the old days, the
nmet hods have becone very bl ack box-Iike.

The instrunent spews out a concentration. And in
sone cases, and so, we actually ask the candidates, for this
one tinme at least, it's probably sonething under 1SO you
shoul d do infrequently at least, to utilizing the raw data
and the calibration data to reproduce the -- by this data
anal ysi s software.

And sonetinmes that's probably the area that gets
the nost. As a challenge they, the data aren't internally
consistent, they don't, these instrunents spew out eight

significant figures and they don't get the nunbers right.
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So typically it's not a major error. Sonetines
they make quite a few errors and that's a little surprising.
But we give them one --

RESEARCH SClI ENTI ST BUTENKA:  Yeah, to ne this

is --

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON
-- opportunity to correct or clarify. And it's rare when
we've -- after one opportunity we sonetinmes give thema

second, at sonme point we halt it and say, why don't you take
it again. But that's a very rare occurrence.

It hasn't happened in recent years. So, those are
the questions. There are other questions regarding the
Title 17 requirenments, to know what the appropriate, what
the interval for the QCis. Sonetinmes they don't get that
correctly.

The requirenent that the QCis a separate
i ndependent solution. They don't always -- | nean --

RESEARCH SCI ENTI ST BUTENKA: Ch yeah, they make
t his m stake.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- there's a variety of errors. And on a one-tine basis
it's, the Departnent has al ways been, the belief, I'm
di sappoi nted that people find this unnodern and out nbded.

And if you have better questions |'ve never gotten

one fromany lab. But if you have --
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RESEARCH SCI ENTI ST BUTENKA: Yeah, we'll be happy
to hear fromyou guys here.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
-- well, I will be and she doesn't count, so -- (laughter).

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
We'll be happy to get that information. That woul d be
great.

CHAI RVAN KI MSEY: Any ot her coments or questions
before we take a vote?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| just want to nake sure we haven't -- tal ked about the, as

part of this, we tal ked about education, transcripts,
trai ning or experience, but the external PT, is that also,
that's what, that's the practical exam if you will, at the
end of the qualification of personnel? Yes?

COW TTEE MEMBER SHEN:  You know, I'msorry. You
cut out alittle bit on that. | didn't get all --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
An external PT is sort of the final examfor new staff or --

COW TTEE MEMBER SHEN: Yes.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

kay.

COW TTEE MEMBER SHEN: | think we called it a

conpetency test and --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
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Oh, okay.

COW TTEE MEMBER SHEN: -- sone pretty
significant, let's see, at a mninmm successfully conplete a
conpetency test conprised of at |east four sanples that nust
have different predeterm ned val ues range fromzero to .25
percent al cohol concentrations, have val ues unknown to the
test taker and be anal yzed usi ng water choice forensic
al cohol nmethod. Results nust fall within plus or mnus five
percent of the known val ue.

So actually it's quite a bit of verbiage about
that final test.

COW TTEE MEMBER WONG  Uh- hmm

CHAI RVAN KI MSEY:  Ckay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
| find all that verbiage, it doesn't establish whether
that's an external or an internal test.

COW TTEE MEMBER SHEN: Wl |l we've already tal ked
about the fact that our proficiency tests are going to be
external .

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
But now we're tal king about conpetency tests.

COW TTEE MEMBER SHEN: If you want to add, you
know, | think the conpetency tests are a little bit
di fferent because your trainer is nmaking those.

So you can, | have absolutely no problemw th the
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conpetency test, with all of these guidelines being internal
and then the last step would be an external proficiency
test.

COW TTEE MEMBER WONG  Ri ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Well, you said the last step. Wuld that occur before the
i ndi vi dual began anal ysis or sone tine down the road during
t he next year?

COW TTEE MEMBER SHEN: No. As | said, a |ast
step of the training would be an external proficiency test.

| think that's conpletely reasonabl e.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Al right.

COW TTEE MEMBER WONG.  Thank you.

CHAI RVAN KI MSEY: So, back to ny trying to sort of
phrase the question that we're going to vote on with regards
to testing. | guess the question is, should the Departnent
have a statewi de or a common test to be given statew de for
determ ning qualifications of personnel enployed by a
| aboratory? 1Is that phrasing the question correctly?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| " m noddi ng yes.

CHAI RVAN KI MSEY: Ckay. | guess we'll go down

COMWM TTEE MEMBER DAVIS: This is Kevin real quick.
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Just to try and --

CHAI RVAN KI MSEY:  Yes.

COW TTEE MEMBER DAVIS: -- understand better.
|"msorry you have to sl ow down for ne.

CHAI RVAN KI MSEY: That's okay.

COWM TTEE MEMBER DAVIS: W' re tal king about a
witten, for exanple 30 question test, in addition to the
proficiency testing we discussed earlier, right?

CHAI RVAN KI MSEY:  Correct.

COW TTEE MEMBER DAVI S:  Ckay.

RESEARCH SClI ENTI ST BUTENKA: Ml tiple choice --

CHAI RVAN KI MSEY: So, based on the phrasing of
t hat question, Lieutenant Davis you want to give us your
vot e?

COW TTEE MEMBER DAVIS: | went with what Jennifer

said. | think there should be testing but given all the
checks and bal ances in place with providing the

qgqual i fications, the experience, the practical and
proficiency -- | think the | abs should be allowed to conduct
their owmn witten examcatered to their own |ocal issues and
i nstrunmentation and court issues, all those sorts of things.

CHAI RVAN KI MSEY: So that's a no?

COW TTEE MEMBER DAVIS: Correct.

CHAI RVAN KI MSEY: Ckay. And Torr?

COW TTEE MEMBER ZI ELENSKI :  Yes.

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o B~ w N P

N NN N NN R R R R R R R R R
O D W N B O © 0 N o 00 »h W N L O

121

CHAI RVAN KI MSEY:  Yes. Bruce?

MR LYLE: No.

CHAI RVAN KI MSEY:  Kent on?

COW TTEE MEMBER WONG |'m anbi valent. | don't
think it really matters whether the state has an exam whi ch
is not a big deal anyway or whether the |ab has their own
internal exam

CHAI RVAN KI MSEY: So, that's an anbival ent
(laughter). 1It's going to nake the counting easier.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

That's an abstention (laughter).

CHAI RVAN KI MSEY: Abstention | guess. Pau
Sedgew ck?

COW TTEE MEMBER SEDCGEW CK:  No.

CHAI RVAN KI MSEY:  Jenni fer?

COW TTEE MEMBER SHEN:  No.

CHAI RVAN KI MSEY: And |I'm sort of an anbival ent.
Oh dear (laughter). But that still gives us four nos. | am
anmbi val ent and --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Two anbival ents --

CHAI RVAN KIMSEY: |I'Il vote yes. So we have, |et
the record show that we have two nos, four nos, two yeses
and an undeci ded or anbival ent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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So we don't have a mpjority vote. O we have a ngjority of
t he nenbers.

CHAI RVAN KI MSEY:  Yeah, we have four to two.

COMWM TTEE MEMBER WONG We're only m ssing Laura,
right?

CHAI RVAN KI MSEY: Right. So, it's a no. So
anything else on this bullet? Do we have sone | anguage?

MR. LYLE: | drafted sone | anguage, this is Bruce.

CHAI RVAN KI MSEY: G eat.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Excuse ne, this is Bob Haas. Linton, are you now a

Comm ttee nmenber in place of Bill Phillips?

MR. VON BEROLDI NGEN: | don't understand ny
st at us.

CHAI RVAN KI MSEY: He was just representing the
Depart ment of Justice.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
kay.

MR. VON BEROLDI NGEN:  Yeah, |'m public today.

COW TTEE MEMBER WONG  Ckay.

CHAI RVAN KI MSEY: |'msorry, Brian, excuse ne,
Bruce. You had sone | anguage?

MR. LYLE: Yes. Are you ready?

CHAI RVAN KI MSEY:  Yes.

MR. LYLE: Ckay. | have it in two sections. The
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first section, |laboratories will submt to CDPH proof of a
prospective anal yst's education, through transcripts in
par ent hesi s, experience, proof of conpletion of a training
program and an external proficiency test.

And ny second subsection says, CDPH wi || eval uate
t he prospective analyst materials in order to establish or
ensure conpetency.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: This is Jennifer. W're
probably going to have to add sonething, well no, never
mnd. | take that back.

Al t hough we're probably going to have to add a
bul | et about, or a subsection about an external proficiency
test -- under training because that's sonething that we all
agree shoul d be done, so that needs to be added in, so |
don't think we have it --

COW TTEE MEMBER WONG  Yes.

CHAI RVAN KI MSEY: Ckay. Any other comments about
t he | anguage that Bruce proposed?

MR. BALDRIDGE: Paul, this is Pete Baldridge in
Sacr anent o.

CHAI RVAN KI MSEY:  Yes.

MR BALDRIDGE: So, is it clear what standards
we're going to be evaluating this infornmation against?

CHAI RMAN KI MSEY: It sounds like it's a review of
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t he submitted docunentation to see that it's all there and
all corrected, but --

MR. BALDRIDGE: So is that going to be the
standard, that this docunentation is all there?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
A response --

COW TTEE MEMBER SHEN: | woul d say, yes.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- I think if you carefully |ooked at all the regul ations
witten by the Conmttee -- and we discussed this briefly in
the past but |, it bears repeating. And I think OQOR
once they get involved, all these regulations are going to
require rewiting in order to neet APA requirenents.

Peter is right. You can't sinply state that the
Departnment shall, shall evaluate. There's going to have to
be standards.

| believe that's exceeds the conpetency of this
Commttee to wite that. So | assume that we're sinply
going to have to wite that and hopefully or with the intent
to capturing the will of the Commttee.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well |, this is Bob Haas. | think it was already nentioned
this nmorning that or this afternoon that the requirenents
are already for a baccal aureate degree and --

COW TTEE MEMBER WONG  Uh- hnm
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- in physical science --

COW TTEE MEMBER WONG  Uh- hmm

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- natural or physical science --

COW TTEE MEMBER WONG  Uh- hmm

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- so that's really just, that's the standard, the m ni mum

st andar d.

COW TTEE MEMBER WONG  Uh- hmm

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
There are already m ni mum standards in the regul ati ons.

MR. BALDRIDGE: So they're going to submt the
information to the Departnent and the Departnment is going to
make sure that this person --

COW TTEE MEMBER WONG  Yes.

MR. BALDRI DGE: -- has a degree.

THE REPORTER: Who is speaki ng?

COW TTEE MEMBER WONG  That's correct.

CHAI RVAN KI MSEY: That's Pete Baldridge. And if
they' ve finished their training program

MR. BALDRIDGE: So | woul d suggest, okay, well
then, | would suggest that that be put into the regs so that
you don't have to have this additional reg witing.

COW TTEE MEMBER SHEN: kay, so what we woul d
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have at the end of that, a Baccal aureate or higher degree,
bl ah, bl ah, blah and proof of degree will be submtted to
t he Departnent, sort of sentence right in there?

MR. BALDRIDGE: |If that's the criteria you want to
use. |I'mjust saying that if you |leave it open-ended then
it raises the potential for issues to arise when the
Depart ment goes applyi ng whatever standard it's going to
apply.

But if you spell it out in the regulations then
there isn't any question what the Departnent is going to do
and the public is going to know what the Departnent is going
to do.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And | suspect you face those issues earlier than that. You
faced sone during the regul ati on promnul gati on process.

And you haven't addressed the issue of how we
score the external PT. How do we decide what's an
acceptable result?

| suspect, | nean that's going to be need to be
spelled out in the regulations. | think that's --

COW TTEE MEMBER SHEN: How are you doi ng t hat
now?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well | wouldn't, we can describe that. W basically use a

nonmogram that's based on the five percent but it includes
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statistically, | believe, valid -- we nay have to publish

t he whol e table of acceptable results depending on the,
hope we can avoid that but, we nmay have to publish a whol e
tabl e of acceptable results based on the peer group nean or
based on the anal ytical expected val ue.

COW TTEE MEMBER SHEN: And you do realize that
wor k has al ready been done by the proficiency provider.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Now as | said before, and I'm let ne say, | may have been
talking too fast. The provider, in this case, one case, CTS
and the second one is escaping nmy nenory now, does not
provide, in order to be ASCLD approved they don't provide
any eval uation of the result.

If you want to check that, go ahead. | nean
appreciate you doing that. But that's certainly the case.

So --

COW TTEE MEMBER SHEN: But what they don't tel
you if you passed or failed. It doesn't nean they don't do
anal ysis on the data.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
But the Departnent is going to have to tell you whether you
passed or failed. They --

COW TTEE MEMBER SHEN: Well | understand that.
I"mtelling you that the provider does not tell you whether

you passed or failed. It tells, it will give you your
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results and what the known results were and in many cases
what every other |aboratory, what their results were. That
you can nmake an assessnent of how your | aboratory did.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And t he procedures for making that assessnment in this case
since the Departnent will be doing that, need to be spelled
out in the regulations.

COW TTEE MEMBER SHEN:. Well --

RESEARCH SCI ENTI ST BUTENKA:  Yeah, it has to be
transparent.

COW TTEE MEMBER SHEN: -- again, you're doing it
now. You're mandating that we send these things into to
you. So you nust be doing, and that's not witten down
anywhere on the regul ations, and yet you're having us do it
and you're eval uating them

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah. This nmay conme as a surprise to you, you haven't been
with the Commttee that |ong, but there are aspects of the
current regulations that don't nmeet current APA
requirenents.

COWM TTEE MEMBER SHEN:  You know it, having spent
many, many, many hours rewiting every single one of these
regul ations, I amconpletely aware of that. That's why we
had to rewite the entire thing.

|"mjust saying, you' re using some criteria right
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now to anal yze the data that we are sending you so perhaps
that is the type of analysis you'll be doing in the future
when we're sending you --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It will be. | amsaying, | believe that will need to be
spelled out in regulation.

RESEARCH SCI ENTI ST BUTENKA: Maybe it was one
sent ence.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
But that's our problem | nean, | think it's our problem

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Eventual | y.

CHAI RVAN KI MSEY: So, any ot her comrents on bull et
nunber two? We have | anguage with --

COW TTEE MEMBER SHEN: W have | anguage.

CHAI RVAN KI MSEY: Are we ready to nove on to
bul | et nunber three? This is to renove CDPH authority to
revi ew and approve training prograns intended for persons to
qual i fy under the regul ations.

COW TTEE MEMBER SHEN: This is, well, this is
nore of the sane, kind of.

CHAI RVAN KI MSEY: W tal ked about earlier in the
nor ni ng, the Departnent setting up some criteria for the
trai ning, nmaybe an outline, guidelines, review-- what do we

want to, what sort of authority do we want the Departnent to
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have about training prograns?

COW TTEE MEMBER SHEN:. Well, Title 17 lays out
the witten, and as proposed, what the areas of training
need to be.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, this is Bob Haas. The table that program provided I
think focuses here on the breath testing, pretty much
excl usively.

So | think that you're right Jennifer. W covered
a lot of this in this previous bullet in the qualifications
of personnel.

But the training, as we all agree, for breath
testing has not been expl ored.

COW TTEE MEMBER SHEN: You know an option here is
that, you know, our |aboratories and |'m sure many others
are as well, are engaging in breath testing proficiency
tests.

W really can go down the sane road for our breath
tests | suppose. And so --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

So, what you're suggesting is that, basically, we conbine
these two to be educational requirenents, the sane or
simlar educational requirenents, training and an external
proficiency test for breath test operators as well?

COW TTEE MEMBER SHEN: Well, | nean, here, as |I'm
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getting ready to conpletely contradict everything we' ve said
all nmorning long, the proficiency test is all about the
instrunments for breath and it has nothing to do with the
anal ysts in particul ar.

So, | nmean, and | realize that's kind of
contradictory.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

What, what --

COMWM TTEE MEMBER SHEN: We're not really set up to
give proficiency tests to all the officers that may use our,
use our instrunents. So we're running those tests, let's
see, our analysts are running those tests on the
i nstrunents.

So it's not, yeah, | really don't have anything to
say about that except for testing the instrunments in those
cases.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Okay. Well, | just see this as a different section than,
t hat defines that.

CHAI RVAN KI MSEY: Right. It just tal ks about
breath instrunments

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly, yeah.
COW TTEE MEMBER SHEN: Well so, your regulation

may come down to the fact, | nean, really the regul ation of
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t hese systens, let's say you have a quality assurance
programin place for your instrunments and you test it to
make sure it works.

So, you know, |aboratories are already doing those
things they're just not really spelled out particularly in
Title 17.

And I"'mnot interested in nore regul ation
particularly. But those are things that |aboratories have
to do in order to show that their instrunments are worKking
properly.

And those instrunents are attacked in court
extensively. So, we can't be anything but vigilant in
maki ng sure that we have proven that they all, those
i nstrunments worKk.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
But the, this is Cay Larson. The third prong in that
support of the admi ssibility, of the adm ssion of breath
al cohol results is that the operator was conpetent and
that's handl ed through breath instrunment operator training.

COW TTEE MEMBER WONG  Ri ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And every --

COW TTEE MEMBER SHEN: Correct.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

-- state regulates that training, every single state in the
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Union. And the proposal under the current revised

regul ations is sinply allow the 40 individual |abs to cone
up with, I think they use the word, outline, for that
training. And things get very vague.

But there's certainly no state | evel oversight of
what ever training the individual |abs provide. And | would
submt that would put California at odds with every other
st at e.

CHAI RVAN KI MSEY: Does every other state do the
sane thing?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Vell it --

CHAI RVAN KI MSEY: The sanme type of training
requi renent or --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- they use different nodels. Sone states, a state agency,
especially the snmaller states, sinply does all the training
itself. It's not handl ed by individual |aboratories.

So the nodels vary. California is kind of unique
in that the | aboratories have to do the training.

But under the current regul ations and today, that
training is, there's two elenents. That training is
revi ewed and approved by the Departnment and the Depart nment
requires that qualified individuals, analysts or trainees or

supervi sors supervi se the training.
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So through an indirect process the state maintains
a degree of oversight. And it's sonething that has
continued to this day.

W' ve approved an L.A. Sheriff's Departnent
procedure | ast week, or two weeks ago.

So | think the intent of this bullet is to suggest
that the Commttee consider restoring that which is
primarily Article 3.

Article 3 sinply states that the Departnent shal
approve any training offered to individuals to qualify under
t he regul ati ons.

So |l think it's a sinple nmatter of restoring that
article.

COW TTEE MEMBER WONG This is Kenton. | don't
have a problemwith that at all. | nmean in the past the
Depart ment had approved of a four hour training course set
to cover various topics for operator breath instrunent
training for those officers and then that consisted of a
witten examas well as a practical examon use of the
i nstrunent .

And | don't have any problemw th that.

CHAI RVAN KI MSEY: Other comments fromthe
Commi ttee?

MR. LYLE: This is Bruce. Was that POST that gave

that test on the, or the instructions and the testing on the
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breat h equi prnent ?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| don't believe there are any police officer training
standards for, or standards of training for breath testing.

| mean, it wasn't POST. |'mnot aware of that.

COW TTEE MEMBER WONG. It wasn't.

COW TTEE MEMBER SHEN: Wel| [ aboratories are
responsi ble for witing their own witten exam nations.

COW TTEE MEMBER DAVIS: This is Kevin. Having
been through that training and every single time |I've been
through it in several different counties. The person giving
t he exam was usually the person fromthe | ab.

COW TTEE MEMBER WONG.  Correct.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Correct, that's correct.

COW TTEE MEMBER DAVI S: But having al so been
t hrough a POST Acadeny, we al so had simlar training during
nmy acadeny. Now | don't POST mandated or just sonething
that we did on top of POST.

But | do know we had breath machine training in ny
acadeny.

MR LYLE: [|I'mpretty sure it's a training domain
but 1'mnot 100 percent on that.

COMWM TTEE MEMBER DAVIS: It'd be easy to find out.

| just don't know right now.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Sergeant Davis, was DQJ involved with that POST-sponsored
trai ni ng?

COW TTEE MEMBER DAVIS: No it didn't. | don't
recall who did it. | just know that when | was at the
acadeny, back then I think it was Toxicol ogy 3000 or 5000.
We had to receive, | think, an hour or two of training on
it.

But one frustration |'ve always had is that for
t he CHP because we go between different counties all the
time we have to have the same training in every county we
work in whichis --

COW TTEE MEMBER WONG  Ri ght.

COW TTEE MEMBER DAVIS: -- per facility. So if
l"mworking in L. A County and they use, you know, say a
Dat aMaster and | return to Sacranmento County using the sane
device | have to be retrained. | can't use it until
recei ve training again.

So if you restore that requirenent that woul d be
one consideration that it be, you know, a statew de
standardi zed training not |lab by |ab.

COW TTEE MEMBER SHEN: Wel | the problemthat you
have is that different |aboratories use different types of
equi pnent .

COW TTEE MEMBER WONG  Uh- hnm
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COMWM TTEE MEMBER SHEN: So for the San Di ego
Pol i ce Departnent, you know, our training is specific to our
i nstrunents.

COW TTEE MEMBER DAVIS: Right. But let's say you
guys use the FST or the F5 and Ventura County uses the sane
device | don't think officers should do the sane training
agai n.

COW TTEE MEMBER SHEN:. Yeah. | --

COW TTEE MEMBER DAVIS: That's all |'m saying, by
device not by counties per se but --

COW TTEE MEMBER SHEN: Yeah. The problem we run
into, you know, the Sheriff's Departnent and the P.D. use
two different type instrunments. So, you know, it's, it'll
be tough to, it would take sone coordination to get all the
| aboratories to get one type of instrunent to come up with
one type of test that everybody agrees on.

W do things a little differently even if we use
the sane instrunent as another agency, the way we have ours
set upis alittle bit different.

So, you know, you're really, | think it's
unfortunate, you're just kind of stuck with that. It would
be tough to take that away.

COW TTEE MEMBER DAVIS: Well, aren't we talking
now about reinstating it. | thought we did take it away

with the current proposed regs.
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COW TTEE MEMBER SHEN: |I'msorry. It would be
hard to take away the requirenent that if we had a test that
you woul d have to take it in whatever county you were in.

COW TTEE MEMBER DAVI S: Ch, okay.

COW TTEE MEMBER SHEN: That's what | neant. You
know, | guess | don't really have problens with the fact
that there has to be a nmandatory training program and t hat

an officer nmust take that training prior to using the

i nstrunment .
How nuch oversight we need on that | don't know.
MR. VON BEROLDINGEN: This is Linton fromthe
public side, since |I've been quiet for so long. | think

it's essential that there should be a statew de curricul um
for this training.

And | think the individual |aboratories whose
service areas will enconpass either a city, a county or
mul ti pl e counties and particular brands or types of breath
test instrunments should have the latitude to design the
| ocal inplenentation of that curriculumto suit their |ocal
needs.

But the fundanental principles in the particular
areas of concern for the training ought to be equival ent
across the state. And | can't see it being nuch of any
ot her way really.

COW TTEE MEMBER DAVIS: This is Kevin, | would
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agr ee.

COW TTEE MEMBER SHEN. Well, | think that, |
mean, the basic concept of how al cohol is in your breath and
t he basi c concept of, you know, sonme of the things that we
| earned in our training prograns are the sanme but it really,
a good portion of the points of training these officers is
that they use the instrunent correctly, to nmake sure they
wait | ong enough and they, you know, know what the Tronpetta
is and that for each individual instrunent that they know
how to operate it efficiently and what kinds of things are
going to interfere et cetera.

Those are, to me, you know, | don't do this on a
regul ar basis, but to ne, the officer needs to know the ins
and outs of the instrument his agency is using.

| don't know how you turn that into a statew de
exam nation

COW TTEE MEMBER DAVIS: This is Kevin. Al |
meant was, | mean, | don't how nmany there are out there,
woul d guess there's, | nmean, what are there, maybe five
di fferent devices being used in the state? Seven at the
nost .

COW TTEE MEMBER SHEN:  You know, | don't know.

COMWM TTEE MEMBER DAVIS: Cay do you know?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

| think that's a good guess, five to seven, you know.
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COW TTEE MEMBER DAVIS: So what | nean is, rather
than 58 different testing or training prograns about five or
seven or how many devices there are.

RESEARCH SClI ENTI ST BUTENKA:  Yeah.

COW TTEE MEMBER DAVIS: That's all | was
suggesti ng.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
You know, unfortunately, the newer devices provide a great
deal of, they have e-pronpts and they provide a great dea
of flexibility. So you can, you know, you can ask different
guestions in terns of operator and subject information.

And there's differences in the way the final data
are upl oaded. And so, unfortunately, with the 5000 it was,
there was only one way to operate it.

Wth some of the newer equi pnent there actually, |
mean we see nethods submtted for the same instrunent and
they're, at |east sonme of the detailed procedural steps are
di fferent even though the instrunents are the sane.

MR. VON BEROLDI NGEN: So this is Linton. And
Jennifer | just want to clarify that I'm not suggesting that
t here should be statew de detailed instructions for
conducting a breath test, that was not the point.

But | think there are those things that are
essential to organizing training that could be readily and

easily listed. And those things could conprise the |evel of

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O N W N B O © O N o 00 »h W N R O

141

oversight that's necessary to ensure that the appropriate
subj ects are covered in the training.

And that's all that | nmeant by that.

COW TTEE MEMBER SHEN: Well | think that's
actually a good point. You know, we're talking about
training that's already listed in here for the analysts. |
mean, | don't think we've ever gone down the road of talKking
about, you know, these five topics need to be covered with
an officer using the breath instrunent, these five very
basi ¢ topi cs.

And then in addition to that, the officer needs
specific training for this specific instrument. | suppose
we could go down the sanme road as we are with our anal ysts
here, you know, outlining what those topics are.

You know, at a m ninumthe training programwl|
cover A, B, Cand D --

COW TTEE MEMBER WONG.  Sur e.

COWM TTEE MEMBER SHEN: -- and then specific
trai ni ng.

COW TTEE MEMBER WONG  Ri ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
In response to Linton's comment. | would say that there is

a fundanmental difference between a state agency or sone body
i ssui ng best practices or guidelines and then letting 40

i ndi vidual |aboratories interpret those as they wll.
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And actual ly having a program which is provided
under the current regul ations which requires the Departnent
to review and approve the actual training procedures, sone
reasons for the training procedures.

So there's a fundanental difference there. W' ve
got to agree that there is a difference and you can agree to
di sagree and which is necessary, which is nore inportant;
but I submt the third bullet here is tal king about a
concern over the elimnation of that statenment of oversight.

CHAI RVAN KIMSEY: So this is Paul. Were are we
with this discussion? W've got about, we've got |ess than
an hour left. Has anybody seen a consensus devel opi ng here?

COW TTEE MEMBER SHEN: It seens to nme that where
we are is we either put the stuff back in we took out or we
go anot her way.

CHAI RVAN KI MSEY: That's referring to --

COW TTEE MEMBER SHEN: |'muncl ear as to where
we, you know, what the consensus is.

CHAI RVAN KI MSEY: -- and, yeah. So | was uncl ear
too. So we're thinking, one option is putting Article 3
back or doing sonething different. So |I guess we're down to
two options. Wiat would we do differently than what is in
Article 3? Does anyone have that Article 3 in front of
t henf?

COW TTEE MEMBER WONG Wl |, right now, | nean,
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under the old regs, under Article 3 | guess, in the past,

t he Departnent had approved of a prescribed topics that the
officers had to be trained on in general for any breath

i nstrument, right?

CHAI RVAN KI MSEY:  Uh- hmm

COW TTEE MEMBER WONG  When it was a DataMaster,
was an Intoxilyzer, was a Draeger, and then, each individual
| aboratory of those 40 would have to tailor their use and
practical of those various instrunments for whatever county
or jurisdiction they had under.

So, | don't see that as being any different than
now. | totally synpathize with Kevin that sonetines the
officers have to do retraining but it's sonmehow t he genera
know edge part, that doesn't change.

But it's just going to be the specific part for
the various instrunments from maybe one county to the next
city line or whatever that m ght change. Maybe it's sonehow
a blend of that m ght help.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| think, this is Bob Haas. | think that's the rare
occurrence here because CHP serves, you know, the entire
state. But, and Cay junp in if | be wong about this but,
each sort of training manual fromwhether it's DQJ or CHP
conmes to us where it's reviewed to, for, and approved.

And | think that's what we have now and | guess
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t he question then becones, is that what we want to continue
for the breath tests operators?

And going back to the very beginning of this it
was |ike two aspects to this was the instrunment eval uation
and as well as the operator eval uation.

| don't know but Clay help nme out here, but I
don't know that there's a, you know, this is |like a black
and whites situation.

| think Linton is right that general guidelines
are a great idea. But I'"'mnot sure that if everything is,
in order to have consistency across the state that whether
revi ew of each individual protocol or training manual as
what |'ve seen is necessary or desirable.

COW TTEE MEMBER SHEN: That's right.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Do you have a comrent on that?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
|"m nonentarily stung by the fact that | ms-spoke. It's
actually Article 4.

COW TTEE MEMBER SHEN. We were just figuring that
out .

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Wel |, okay. | apologize for sending you on -- anyway,
there's only one section and a coupl e of subsections but

it's 1218 training program approval and it requires that any
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organi zation offering any training to qualify individuals
under the regulation tests to submt to the Departnent a
summary of that training and wait for Departnental approval.

And |'ve actually lost track of your question.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well that was it. You know, they subnmit a summary of the
training and --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Ri ght.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

-- and we review it.

COW TTEE MEMBER WONG What if it was a split a
split like the general topics and principles of alcohol, its
absorption, it's all of this kind of stuff; that would be
the first part that maybe you guys could promnul gate, that no
matter where you are in the state, this first part is always
going to be the sane.

And then, the last 25 percent is going to be for
t he DataMaster or for the Draeger, specific to that county
and that may help to alleviate sonme of the problens that CHP
is having and still satisfy everybody's training and
over si ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, and we nentioned the possibility of inproving on the

current training. But | think the nub of the question here
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i s whether, however you get the training, obviously if the
Departnment wites it it's pretty, we'd probably approve it,
but however we get --

COW TTEE MEMBER WONG. No they won't.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- yeah. W change our minds, right? However we get the
training are we going to include a conponent, a requirenent
that the Departnent review and approve the training that
will then be admi nistered by the | aboratories?

| mean, | think that's the critical issue.

COW TTEE MEMBER SHEN: Well if you | ook at
Article 4, you know, we renoved the section. And we al
voted to renove the section. This section discusses
appropriate training prograns, prograns that are deened
sui tabl e by the Departnent.

As we have renoved the oversight of training
progranms fromthe Departnment, enhance the requirenents of
t he anal ysts and have given such oversight to the enploying
| aboratory entities, this section becones irrel evant.

So we already, we took it all out. And we took it
out for the reasons that we, this basically is tal king about
our analysts that we required nore education on the anal ysts
and we are giving oversight of the training to the
| abor atori es.

So if we're tal king about restoring oversight of
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that, of the training to the Departnent, | would Iike to see
that we would tal k about only doing it in the, in the area
of the breath operator training.

COW TTEE MEMBER WONG  Ri ght.

COWM TTEE MEMBER SHEN: And ny personal opinion is
that, you know, and I'msorry, I'msorry for those of you
that have to take training over and over again, but that
that training, it has to be agency specific.

But even if you were to take sone training that
was, you know, was appropriate for the entire state you
woul d still have to take the training for every individua
agency that you were training for anyway.

MR. VON BEROLDI NGEN: This is Linton --

COW TTEE MEMBER SHEN: So | think it would be a
little tougher to, you know -- so then we'd have to divide
out our training into people who have already had sone of it
but not the other of it and, you know, it's all one class
and then you have to go, | think instrunents are different
enough even if they're the sanme instrunents.

Because of the way they are set up that the agency
has to be responsible for witing the tests and the agency
has to be responsible for training anyone who uses those
i nstrunents.

MR VON BEROLDI NGEN: Kevin, this is Linton.

COW TTEE MEMBER DAVI S:  Yes.
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MR. VON BEROLDI NGEN: Part of my background that |
didn't tell you was two tours with the Oregon State Police
as a sworn officer working in the | aboratory.

And part of that neant that three tinmes a year
got to go out and punch holes in paper. And the point of
that is that there are aspects of training that are
repetitive for all of us in various professions and so
forth.

But and, | synpathize also with the frustration of
having to rethink exactly what it is you' re going to do
because you crossed the county line. That's got to be a
little bit of a difficulty.

But | do think that there's a place for statew de
consi stency in operator training because the operator
generally is a peace officer of the state. And it just
makes sense to ne.

COW TTEE MEMBER DAVI S: Thank you. And agai n,
this is Kevin. | realize that as statew de, we're kind of
inthe mnority with that issue. But by all nmeans, if it
needs to be |l ab-specific training, that's fine. W've dealt
with that for years and we can continue to do so.

And it's not so nmuch the training that we m nd,
what's frustrating is when we transfer to a new area, you
know, the training is only offered every so often. So the

frustration is that has happened to nme twice in ny career.
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| go to a new area that's using the exact sane

device as the area | cane frombut | can't use that device

for X amount of nonths, so, until | get that training or
until 1t's offered.
| don't mnd the training class itself. | have no

problemw th that. And if anything it's actually a
refresher. [It's just for four to six nonths every DU
arrest | have to call soneone else to rubber mat to come do
it for me who has had the class when | know just as mnuch
about the machine as they do.

But | realize there's really no easy solution for
that so if we need to reinstate the current practice of 40
different training classes then, so be it.

CHAI RVAN KI MSEY: This is Paul --

COWM TTEE MEMBER SHEN: Yes they' ||l be super
trai ned --

CHAI RMAN KI MSEY: -- this is, yeah, this is Paul
in Richnond. There was a suggestion, and | defer to the
peopl e that have to go through this, but that there m ght be
two parts to an exam One that would be sort of a statew de
exam t hat was applicable to any type of instrunment and then
the | ocal exam woul d be very instrunment specific.

Does that nake sense or --

COW TTEE MEMBER SHEN: You would still have the

exact sanme problem You're still going to have to wait four
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to six nonths to get the training on his specific
instrunents --

COW TTEE MEMBER WONG  Yeah, it's still not --

CHAI RVAN KI MSEY:  Sur e.

COW TTEE MEMBER SHEN: -- but no officer is
allowed to use our instrunents without the training on it
that we get. And | assune that's the way it is everywhere.

COW TTEE MEMBER WONG  Yeah.

COW TTEE MEMBER SHEN: So even --

COW TTEE MEMBER WONG  Yeah.

COW TTEE MEMBER SHEN: -- even though you
woul dn't need as nuch training, the problemw || be the
sane.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Actually, 1'd like to conment on sonething Jennifer said

earlier. The Decenber 15th letter gives us a, it says, e.g.
it gives an exanple of breath instrunent operator training
and it indicated sone willingness to, it mght be okay to
approve that but she didn't want to cover any other kind of
trai ni ng.

The other major kind of training is the training
currently offered to forensic al cohol supervisors. The
| anguage of the current regulations which is still in
exi stence says, that you have to have two years of

experience or in lieu of that two years experience you
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conplete a training course that's approved pursuant to
Section 1218 which is requires Departnental approval.

We made another, the Committee has made a nunber
of changes. One is we've elimnated the nane, supervisor,
but we sinply renaned that forensic al cohol anal yst.

Under the current regulations every lab is
required to have soneone with significant, with two years of
experience. | don't know how significant that is.

Under the new regul ations we actually permt
i ndividuals to head up a lab, | guess, with no experience.
So | think, and that can happen because we provided the
opportunity for the labs to provide sone kind of training.

Hi storically, the only approved supervisor
trai ni ng has been one offered by the Departnent of Justice.

It's a five day course. It's fairly extensive. It's been
revi ewed and approved by the Departnent.

Under the revised regul ations presunm ng that we
have no requirenment that the Departnment review or approve
the training offered by individual |aboratory to sort of
boot strap some individual into an anal yst classification
when that person |acks two years of experience.

Wt hout any oversight | submt that could be a
five mnute training course. The |abs are given sone
general categories that they have to cover but |I'm assum ng

it won't be a five m nute course but --
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COWM TTEE MEMBER SHEN: That's slightly offensive.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
--but it, and it would never happen in the best |abs but,
you know, Ronald Reagan said, trust but verify. That's the
only thing he ever said that | agreed with (laughter).

But I, so | think the spirit of the third bullet
there is that the Departnment woul d have an oversi ght and
revi ew and approval function for any training offered to
qual i fied individuals under the regul ati ons.

COW TTEE MEMBER SHEN: | thought we had noved
beyond speaki ng about the anal ysts and we were talking about
the operators of the instrunments, of the breath equi pnent.

| find the thought that you even proper that these
| aboratories are going to be doing five mnutes of training
for al cohol analysts, when, in fact, you know perfectly well
that we are tal king about having to have di scussions in
every one of these areas plus the conpetency tests, plus the
proficiency tests; | would say that would be a hell of a
five mnutes.

So, we've already noved beyond that. W are now
tal ki ng about specifically the breath operator training.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well | would submit, I"'msorry if | offended you -- five
m nutes, |'msure has never happened.

But the training we're tal king about here is not,
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is specific training that covers those individuals that
haven't had two years experience.

The training doesn't, not even discuss the
anal ysis of sanples. So | assume, separate fromthat, the
| ab woul d be providing training that enabl ed the individual
to conplete his proficiency test.

But those are two separate kinds of training.

RESEARCH SCI ENTI ST BUTENKA: What C ay is tal king,
he's talking that this is under the sane bullet. And it
says, e.g. breath instrunment operator training.

| nmean, logically it suggests that it's all kind
of training. It's not limted to only breath operator, if
you read this bullet.

CHAI RVAN KI MSEY: Maybe we're into the afternoon
bl ues here.

COWM TTEE MEMBER SHEN: Well, | prefer stagnated.

So | don't feel like we're naking any progress.

CHAI RVAN KI MSEY:  Ri ght .

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
This is Bob Haas. 1'd like to see just maybe we'd go back
to just the breath operator training because we seemto
be --

CHAI RVAN KI MSEY:  Maki ng progress --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

-- making nore progress with that than with the entire
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bul I et .

Am | correct to just summarize that this is two-
fold, the approval of instrunents as well as operator
approval and that within the operator training would be a
general principle statewi de curricul um

And then instrunent-specific training and then the
guestion is, what is the role of the state in that, in the
| ast one, in the instrunent-specific training?

COW TTEE MEMBER SHEN: Well if that, if we did
all that, that would be adding quite a bit to the
regul ati ons.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well you're right but --
COW TTEE MEMBER SHEN:. | don't know, | don't --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- Jennifer you had --

COW TTEE MEMBER SHEN: -- if | still -- I'm
sorry, go ahead.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

-- | mean, in your neno | think you already -- well it says
here, and |I'm quoting here but 1'mnot quoting from your
meno, but, the, we discussed that the breath programis the
one area where we really need sone oversight.

So that's sonewhere in your nmeno | think. And

that's --
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COW TTEE MEMBER SHEN:. Yeah and | do feel that
way. | was just going to say, I'mnot really sure that |
feel like where we're lacking is in the breath instrunent
oper at or trai ning.

You know, it's just seens to nme that everything
el se is so spelled out every which way but Sunday. And for
the blood and the breath really isn't. | nmean there isn't
real ly anything about proficiency testing. There really
isn't much about a quality assurance program

| nmean, the things that we do have in there are
rapi dl y becom ng outdated because the instrunments are able
to do so nmuch nore than they were.

So | don't know that we want to spend a | ot of
time trying to have oversight of how we train our officers
on the instrunments. Mybe we want to focus our efforts nore
on the programin its entirety although, you know, that's
sort of daunting.

|"mactually cursing nmyself for putting that in
there at all but -- | think they are two different el enents
her e.

CHAI RVAN KI MSEY: So, we had been talking a little
bit about Article 4. And the, does that have it broken up
into two separate, the two separate parts that you were
referring to Jennifer? Let's see.

COWM TTEE MEMBER SHEN: | just neant that the
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concept of the breath al cohol programin its entirety is
different than the small subset of how we're training our
officers on the instrunents.

CHAI RVAN KI MSEY: Right. So that's the | ocal
trai ning versus the, what m ght be considered, statew de
trai ni ng.

COW TTEE MEMBER SHEN: Well, | don't mean
statewide training. | nean we have a (inaudible) al cohol
program and we have a breath al cohol program There's a | ot
of oversight in ASCLD and ot her agencies, other accrediting
bodies for the fluids --

CHAI RVAN KI MSEY:  Ri ght .

COW TTEE MEMBER SHEN: -- there's not nuch
oversight on --

CHAI RVAN KI MSEY:  On breath.

COW TTEE MEMBER SHEN: -- on the breath. And you
know to give | aboratories credit, including my owmn, we do a
| ot of our own oversight. W do, we try to run it as though
it were accredited.

And so, | actually feel |like we're doing
everything we need to. But if you |l ook at |aboratories
statewide | don't know that everyone is doing those sane
t hi ngs.

So the breath elenment of the overall programit

does not appear to be, you know, there's not a |ot of
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oversi ght there.

There does appear to be oversight in how we train
our officers. Although we took that out.

To me that's not really as relevant as a program
inits entirety. And | don't nmean to give that anything --
|"mnot really all that interested in tal king statew de
criteria necessarily for each individual program

It just occurred to nme that we don't all that
oversight in our breath program

MR. LYLE: Bruce Lyle. | think probably what
we're looking at is the, I think since it works pretty well
with the labs training the officers in the field with people
that use the machines, that works pretty well.

But that maybe the point of oversight for the
Department we shoul d be focussing on is just overseeing the
| aboratories and how t hey behave, instead of overseeing the
officers in the field.

That seens a little bit wong.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. No one is suggesting that we
oversee the officers in the field. And there are sone |ega
i ssues and questions there.

We're tal king about the oversight of operator
training. | appreciate the fact that you said things are

going well. | would suggest that we have to consider at
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| east the possibility that the 30 years of oversight and

approval of the operator training have contributed to things

goi ng wel I .

CHAI RVAN KI MSEY: So that speaks to reinstating
Article 4.

COWM TTEE MEMBER SHEN: Well, again, if we're
going to tal k about reinstating, you know, | would want us

to be very, very nyopically focussed on the operator
training for the breath instrunent only.

CHAI RVAN KI MSEY:  Ckay.

MR. LYLE: Yeah, because the way Article 4 is
witten it doesn't say anything about breath analysis. It
just talks in general. And those things are, they were
stricken because they didn't apply anynore.

But it could be made specific to the breath
anal ysi s.

CHAI RVAN KI MSEY: Ckay. Well we have 30 m nutes
left. | don't know that we're close here on the third
bullet. So let ne, just sort of a recommendation, that we
at | east have some further discussion on the fourth bullet
which is, | believe, records. And what we m ght do,
dependi ng on how far we get on records, we m ght come back
to bullet nunmber three.

But then also we m ght have bull et nunber three be

where we start at our next neeting and we all will have had
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a bit of nore tinme by then to look at Article 4 and maybe
make sone suggestions based on that.

Does that seem acceptable to everybody, that we
sort of nove on to have a brief discussion of bullet nunmber
four which deals with records and the Departnent's role.

And then, if we have nore tinme, come back to
bul | et nunber three? Any objections?

MR. LYLE: You have sone good nods in San Di ego,
all three are.

CHAI RVAN KI MSEY: Ckay. So bull et nunber four
reads, renove requirenents for a | aboratory to provide CDPH
with records of its activities under the regul ations,
including notification by a |laboratory of its intent to
perform forensic al cohol anal ysis.

And, anybody want to start off the issue about the
records? The subconmttee did have sone di scussion about
records under training and that the Departnent, you know,

t he Departnent having access to records, you know, m ght be
appropri at e.

RESEARCH SCI ENTI ST BUTENKA: Just to nmake sure
it'"s not five mnutes thing, right?

COW TTEE MEMBER SHEN: Wl | having access to the
records and having them subm tted and approved are two
different things. So | don't think anyone was ever talking

about the fact that the Departnent couldn't access the
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records.

Again, like | stated many hours ago --

CHAI RVAN KI MSEY:  Sur e.

COW TTEE MEMBER SHEN: -- you know, we have to
supply our records to all sorts of people for all sorts of
reasons.

CHAI RVAN KIMSEY: And | think that's a good point.

| think the issue is whether the Departnent has to ask or
it says here, they are provided. 1In other words, it's --

MR. LYLE: This is Bruce Lyle. | don't see any
probl em wi th, you know, adding sonmething in there to
automatically have them forwarded to the Departnent for you
guys.

CHAI RVAN KI MSEY:  How much - -

MR. LYLE: You know, depending on what those
records are.

CHAI RVAN KI MSEY: -- how nuch of a burden on the
| abs is the provision of records under the old regul ations
or the current regulations | should say?

COW TTEE MEMBER SHEN: Well, it depends on what
the purpose of that is. | mean, we don't want to go down
the road that providing our annuals, only to have them have
asked to be pulled if they're not appropriate.

So, you know, we're not interested in having those

things reviewed and critiqued at this point. W've noved
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away fromthat.

So, | nmean, clearly, particularly the accredited
| aboratories, you have to have all of that, you have to have
manual s. And you have to have policies and procedures. And
you have to follow them And we have to have proofs that
we've testified and proof that we were observed and proof
that we've been trained and proof that we're education and
we have proof of proficiency tests and conpetency tests and
all those things.

So we have | oads of records that show that we are
able to do what we say we're able to do.

So, if there is a particular issue or if the
Department wants to send soneone to take a | ook at those
records for whatever reason, we, you know, the Depart nent
al ready has the ability to access those records.

|"mloathe to set up a situation where every tine
we make a change or issue a new copy or do sonething el se
that we, it's incunbent upon us to forward all of that stuff
to the Departnent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON
Comment fromthe public. You know, | think what we're
tal king about here is a fairly little mcro surgery. There
were several sections of the regulations, |I'm]looking at
one, 1222, three twos, which is a general statenent that

requires labs to maintain records of their activities under
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t he regul ati ons.

And the current regul ations read, such records
shal |l be available for inspection by the Departnent. And
after sone discussion the Conmttee voted to strike that
| anguage.

And it occurred two other places and | can find it
here in a mnute. So, | think this could be, this bullet
coul d be addressed sinply by restoring the | anguage that
says, such records shall be avail able for inspection by the
Depart ment upon request.

CHAI RVAN KI MSEY: And so that woul d not be
providing the records. It would just, unless it was a
request.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Unl ess we, yeah -- receive them--

RESEARCH SClI ENTI ST BUTENKA:  Unh- hnm

CHAI RVAN KIMSEY: So it's not an automatic, send
all your paperwork.

COW TTEE MEMBER SHEN: Well, what we changed it
tois that, forensic al cohol |aboratories shall naintain
records which clearly represent their activities which are
covered by these regul ations.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
That's not a change at all. That's the existing |anguage,

right.
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RESEARCH SClI ENTI ST BUTENKA:  Unh- hnm

COW TTEE MEMBER SHEN: Well it is a change since
we took out, and | aw enforcenent agenci es.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay.

COW TTEE MEMBER SHEN. So we took out, and | aw
enforcenent agencies. And we took out, such records shal
be avail able for inspection by the Departnment on request.

So, | mean, your issue is that we took out that
sentence but at the end of the day, you have the ability to
take a | ook at those records. And we have to have them on
file.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah. The Departnent is, you give us kind of an omi potence
that I don't feel. The Departnent is limted by the
regul ations as the | abs are.

If the regulations don't make the records
available it would be difficult for ne as a state enpl oyee
to, you know, just ask a favor, | guess, to ask for those
records.

If they are readily available then | see no reason
for striking and the simlar |anguage in a couple of other
pl aces.

CHAI RVAN KI MSEY: So, Jennifer are you talking

about availability through Iike a Public Records Act Request
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or --
COW TTEE MEMBER SHEN. Well, | nean, that's how

you could get themeasily. But, you know, | can see your

point. | could see why you m ght feel that woul dn't have

ready access to them

We woul d certainly have nothing to hide
what soever. So if you wanted to see themyou're certainly
wel come to. And | could see why you would feel that it
m ght be tough if we took that out.

So, | nmean, fromny own perspective, | guess, |I'm
willing to consider leaving that in if that doesn't mean
that we have to send you everything all the tine.

CHAI RVAN KI MSEY: Other comments fromthe
Commttee? | nean, do you nake a request for records very
frequently?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
W may ask, issues may conme up. |I'mtrying to think of a
recent exanple where a |lab, we |earned that a | ab changed
its, changed some of the equipnment they used in breath
testing and we requested copies of the |ab's new training
procedures, things like that.

No, it's not rare. | don't want to read that stuff.

CHAI RVAN KI MSEY: So, any ot her coments about the
suggestion of adding back that |anguage that authorizes the

Departnent to request --
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MR. LYLE: This is Bruce. | don't see any sort of
reason why it can't be put back in there. It seens to ne, |
don't run a lab, but it seens to nme that that would be the
| east daunting way to do it as opposed to sending your
records, sending records to you guys everything that you do
and every change you nake just to have them avail abl e.

And then to put it in there to nmake the Depart nent
feel that it's at |east addressed and mandated that if they
ask you have to give them up

COW TTEE MEMBER SHEN: Well and | think you're
probably only need to put it in one spot --

MR LYLE: Yeah.

COW TTEE MEMBER SHEN: -- all right, you know,
we took it out apparently in two or three places?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
You know | 'mtrying to find --

COW TTEE MEMBER SHEN: But it seens to ne that if
it's under 1222, under general, forensic al cohol
| aboratories shall maintain records which clearly represents
their activities which are covered by these regul ations.

Those records shall be avail able for inspection by
t he Departnent on request. That woul d handl e any ki nd of
record you're interested in.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Yeah, I"'mtrying to think where else it occurs. | nean,
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there's another section that currently provides --

COWM TTEE MEMBER SHEN: In 1220 (b), (1).

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- that currently, I'"msorry, what?

COWM TTEE MEMBER SHEN: It's 1220 (b), (1).

MR. LYLE: Regarding nethod.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, we could --

RESEARCH SCI ENTI ST BUTENKA:  Yeah regarding the
met hod.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| see no problemin putting that back in.

MR LYLE: Well, it's redundant if you put it in
t he general section.

CHAI RVAN KI MSEY: Yeah, | think if that's our
intent we can, the people that'Il end up witing the
specific regul ations, you know, will --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well these are the specific regulations, right?

CHAI RVAN KI MSEY: -- have to deal with that.

COM TTEE MEMBER WONG It just has to be
avai |l abl e on request.

CHAI RVAN KI MSEY:  Ri ght .

COW TTEE MEMBER WONG  That's cool .

CHAI RVAN KI MSEY:  Yeah, right.
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COWM TTEE MEMBER WONG.  Any records.

CHAI RVAN KI MSEY:  Any concerns about that --

RESEARCH SCI ENTI ST BUTENKA: -- nethods woul d be
under procedures --

CHAI RVAN KI MSEY: -- reintroduction of that
| anguage or that intent to have records avail abl e on request
to the Departnent?

COW TTEE MEMBER WONG  That's fine. That's not
unr easonabl e.

RESEARCH SCI ENTI ST BUTENKA: It could be even, it
coul d be --

COW TTEE MEMBER WONG  Take a vote.

RESEARCH SCI ENTI ST BUTENKA: -- it could be even
out of spec investigation.

CHAI RVAN KI MSEY: |If no one has an objection
think we m ght go ahead and nove back to bullet nunber
three. W've got 20 mnutes left.

COW TTEE MEMBER SHEN: | just one, so if we, so
nmy understanding after that was that we woul d consi der
putting in, back into the one place only, under general,
1222 the sentence at the end that was taken out. And that
wi |l cover everything.

CHAI RVAN KI MSEY:  Correct.

COW TTEE MEMBER SHEN: Okay. And that that would

address, and hopefully in the Departnent's m nd, bullet
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nunmber four.

CHAI RVAN KI MSEY: Yes. The only caveat being, you
know, if the regs witers, you know, our Ofice of
Regul ations says, it has to be in multiple places. | nean,
but I think the intent (cell phone ringing) --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think it's a phone going off.

CHAI RVAN KI MSEY: -- of the Committee is is that
records woul d be nmade avail able to the Departnent fromthe
| abor atori es.

RESEARCH SCI ENTI ST BUTENKA:  No, mine is on
vi brati on.

CHAI RVAN KI MSEY: But | agree, | think it's
probably only necessary in one spot. | don't wite regs
everyday so --

RESEARCH SCI ENTI ST BUTENKA: -- 12220 (a) --

CHAI RVAN KI MSEY: So back to question nunber --

RESEARCH SCI ENTI ST BUTENKA:  -- | think it's on
t he back --

CHAI RVAN KI MSEY: -- bullet nunber three on the
training. W were tal king about breath instrunment operator
training. W were tal king about Article four. | thought
there m ght be sone need to, as a Conmttee, have us review
that sonme nore before we could conme to any sort of

reconmendati on.
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But if anyone has sonething that they want to
recommend with regards to the Departnent's oversight in that
area, feel free to make a recommendati on

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Actually we'll return briefly to the -- | found one ot her
section here. |I'msorry to take this backwards but | don't,
| may not get another chance to discuss this.

Under Section 1217.6 there's a section of the
regul ations that refers to, and it occurs sonmewhere el se,
but this is good enough, access to prem ses, the Departnent
may enter at all reasonable tinmes upon any |aboratory for
t he purposes of determ ning whether or not there is
conpliance with the provisions of these regul ati ons.

So --

COW TTEE MEMBER SHEN: So 1217. 67

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- 1217.6 (b) --

COW TTEE MEMBER SHEN: Well -- | nean that whole
Article 3 is out. So | would be uninclined to put in a
sentence or two under Article 3 that we have renoved it its
conplete entirety.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So you think you'd want to nove it sonewhere el se?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
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COW TTEE MEMBER SHEN:  No.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No? Well, | think the interest in the 12/15 letter was to
provi de a process where there's transparency. |If there's
reluctance to do that then duly noted.

COMWM TTEE MEMBER SHEN: |I'mjust reluctant to put
in an Article back in that we took out, in its entirety.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And | indicated you could place it sonewhere el se.

COW TTEE MEMBER SHEN: Exactly, and better access
to the | aboratories for this section?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah.

COW TTEE MEMBER SHEN: | nean, | think that that,
a whol e new section we would need to have versus j ust
sayi ng, okay, and slopping it in sonmewhere el se.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
So we coul d have a di scussion.

MR LYLE: Well I think since --

COW TTEE MEMBER SHEN: That's not real --

MR LYLE: -- if Dr. Horton didn't have any issues
wthit --

CHAI RVAN KI MSEY:  You know, let's go back to
bul l et --

MR. LYLE: -- we shouldn't have any either.

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o b~ w N P

N NN N NN R R R R R R R R R
O N W N B O © O N o 00 »h W N L O

171

COW TTEE MEMBER SHEN: | agr ee.

CHAI RVMAN KI MSEY: -- three. So back to article,
mean, bullet three, Article 4. Are we sort of, do we need
nore time to read it over before we have nore discussion?

| would imagine that we will, obviously, get the
mnutes fromthis neeting and it | ooks |like we're going to
have anot her neeting, you know -- probably in a relatively
short period of time, I would think to sort of go over, to
revi ew what we've agreed to, at least with the bullets one
and two and at |east part of four.

And, but what's the feeling of the group with
regards to bullet nunber three for right now?

MR LYLE: This is Bruce. | agree with you Paul .

CHAI RVAN KI MSEY: Ckay. | al so assunme since we're
all concerned about tinme that we would maybe want to try and
get together on a relatively quick turn around.

Peopl es’ schedul es bei ng what they are, once you
get into the holidays it's a mess. So we m ght send out a
note tonorrow trying to get people's cal endar times for
sonet hi ng before Thanksgi ving, so m d Novenber.

| think we have, it seens to ne that we have sone
pretty good | anguage for bullets one and two and we'l| get
that out. People can review it and probably even four.

And then | guess the homework assignment is for us

all to think about how we can cone to some agreenment on
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bull et nunber three with regards to the Departnent's
oversight or responsibility with regards to trai ning.

|"mafraid it's training overall which is nore
controversial. But specifically |I guess there's been sone
tendency towards agreenment with the breath instrunent
oper at or trai ning.

O her comrents? Things people want to add?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| guess I'ma little bit confused. This is Bob Haas from

the public. Sonme of the training issues for fluid testing,
| think, have been discussed in the second bullet in the
qgqual i fications of personnel.

So, is avery to ne, a very blurry line between
points two and three with regard to the training for that.

| woul d suggest that we just kind of separate
those two issues and deal with the training for breath
al cohol testing separately from-- and try to coal esce the
training for fluid testing into the qualifications for
per sonnel .

Does that make any sense --

COW TTEE MEMBER WONG  Uh- hmm

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- to you guys?

COW TTEE MEMBER WONG  Uh- hmm

MR. LYLE: This is Bruce. | think that's the way
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we wer e goi ng.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah, | thought so too.
CHAI RVAN KIMSEY: |I'msorry if | said sonething
t hat --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
No, you did say sonething --

COW TTEE MEMBER SHEN:  You confused us Paul .

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- you said --

CHAI RVAN KI MSEY:  Ri ght .

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- it's all the training.

CHAI RVAN KI MSEY: (Il aughter) -- well, there did
seemto be sone feeling that not all of the training, you
know, should be under the Departnent's oversight. | nean,
agree with the qualifications of the people but | renenber
sonme frustration being expressed, which | was trying to
reflect, about sonme other of the training other than breath
i nstrunment operator training and the qualification training.

So maybe that, maybe | just m sunderstood. But |
was trying to reflect a comment that I, or | thought | had
heard earlier.

COW TTEE MEMBER SHEN. But, we sort of worked

t hrough nunber, | agree with nunber two and nunber three are
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very simlar. And we kind of worked that through nunber two
in elements that are associated with it fromthree, handling
the analysts. So what's left, | believe, is to how we want
to handl e the breath operators, the training of the breath
operators.

So I think we'd already kind of gotten oursel ves
where we wanted to be as far as training of the anal ysts.

CHAI RVAN KI MSEY: Good, good. No, then I stand
corrected.

COW TTEE MEMBER SHEN: But that's just ny
i nterpretation.

CHAI RVAN KI MSEY: No, that's fine. Oher
comments, things, duties, announcenents?

(No response)

CHAI RVAN KI MSEY: Then | want to thank everybody
for their time, again, this afternoon, this norning and this
af t er noon.

And we'll get out a notice trying to get people's
schedul es coordinated for a neeting sonetinme in the mddle
of Novenber and before Thanksgi vi ng.

If there's nothing else, thank you very mnuch

(Thereupon, the California Departnent of

Public Health, Forensic Al cohol Review

Comm ttee neeting adjourned at 2:48 p.m)
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