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PROCEEDI NGS

10: 09 a. m

CHAI RVAN KIMSEY: We are on the record and this is
our, let's see, our 19th neeting of the Forensic Al cohol
Commttee. The opening -- | don't think |I have anything for
openi ng remarks.

W just net in |ate Septenber so there's not too
much that has changed in large since, in the Departnent.

Basically, the agenda today is to continue the
di scussion basically around the letter of Decenber 15th, the
four bullet points.

Qur neeting in |late Septenber was quite
successful. W discussed nost of the bullet points.

The third bullet on training was an area that we,
we're going to discuss sone nore this nmorning. And then
al so there was a part of bullet nunber four that | don't
believe we got to with regards to notification of a
| aboratory or its intent to performforensic al cohol
analysis with regards to the notification of the Departnent.

The question is, how does the Departnent sort of
know who all is running a forensic al cohol |aboratory in the
st at e.

But the bullet nunber three is about training. So
those are sort of the two areas that we were going to

continue the discussion with this norning.
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| s there anything el se that people would like to
menti on about the agenda or anything else that we think wll
be -- any aspect of the agenda?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, I'd |ike to briefly discuss, | don't know at what
point intinme, the --

THE REPORTER: Who is this?

CHAI RVAN KI MSEY: Coul d you identify yourself,
pl ease.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Clay Larson, menber of the public. At some point |I'd |ike
to briefly discuss the proficiency test requirenents. |
have sone, after reading the transcripts | have sone
t houghts. So if you want to do that later in the neeting
or --

CHAI RVAN KI MSEY: So that was bull et nunber one?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yes.

CHAI RVAN KI MSEY:  Ckay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Do it now?

CHAI RVAN KI MSEY: Well, let's see if there's any
ot her comrents on the agenda (no response). Any other areas
that we want to add? So C ay, why don't you go ahead and

menti on your questions about bullet nunber one.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, in reading the -- reading fromthe transcripts, | was
struck by the fact that the Commttee kind of proceeded with
the assunption that the major requirenment or the enphasis of
t he ASCLD/ LAB requirenents was on anal ysts proficiency
tests. And | don't think that's accurate.

And |'mtal ki ng now about the Legacy Program and
the International Program They' re both reference the PRC
suppl emrent whi ch descri bes the ASCLD LAB's PT requirenents.

And ASCLD/ LAB requires both anal ysts' PTs and
| aboratory PTs. And there's sone question whether we PT,
proficiency test the |laboratory. ASCLD/LAB clearly requires
t hat .

And | nentioned this at the last -- the neeting,
analysts' PT is listed as an "inportant” requirenment. And
the laboratory PT is |listed as an "essential" requirenent.

The PRC sunmary clearly states that the anal ysts
PTs can be internal or external. ASCLD LAB has no interest
in seeing those.

| nmean, they can be generated internally or
externally but they are scored internally. And ASCLD/ LAB
doesn't require | aboratories to submt those data, those
results.

On the other hand, the | aboratory PTs nust be

external and they nust be, not only submitted to the
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| aboratory, but they nust be submitted, I"'msorry, to
ASCLD/ LAB, but they nust be submtted to ASCLD/ LAB by the
provi der.

Basically, all the providers do that and you send
them an aut horization to submt the results directly to
ASCLD/ LAB.

| would submt that the | aboratory PT requirenents
of ASCLD/ LAB nore closely capture the kind of data the
Department is interested in.

So to the extent that the Conmttee's decision to
submt a |l ot of analysts' PT data was based on an assunption
that that was the enphasis of ASCLD/ LAB, | think that
presunpti on was w ong.

CHAI RVAN KI MSEY: So what are you reconmendi ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, as | said at the last neeting; | still think we
should, | think it's the |aboratory PT that we woul d be
interested in. And | think ideally that would cover both
instruments. But we had that discussion, it's not necessary
to bring that up again.

CHAI RVAN KI MSEY: But if | renenber correctly, the
| anguage that the Conmittee sort of agreed upon didn't feel
that the Departnent needed that information.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Well, there are two issues here. The |anguage that the
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Comm ttee agreed upon, although we haven't seen it but we
di scussed and | --

CHAI RVAN KI MSEY:  Ri ght .

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- was that we'd be getting analysts' PT data. So if the
| ab has five, ten analysts, we'd be getting, apparently,
five or ten proficiency tests as opposed to the data -- |I'm
not sure how they distinguished the two but because sone
| abs, | think, they're both external.

Labs that are internal would be changing their
operations. But the | anguage that we agreed upon was, the
| abs woul d submt the analysts' data. |'m suggesting that's
probably overkill and/or underkill.

And what we'd be interested in, | think, nore
appropriate would be the data that represents the | ab's best
efforts. And I think it should be submtted through the --
by the providers.

In other words, the |abs would sinply authorize
the provider to give -- to forward the results to the
Depart nment .

COW TTEE MEMBER SHEN: This is -- the |anguage
proposed was, |labs will be responsible to report test
results to CDPH who will evaluate these test results and may
require witten corrective actions of any lab that reported

outside acceptable limts.
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If you recall, we spent an extensive anmount of
time discussing last tinme whether or not we thought an
anal yst should be tested or an instrunment should be tested.

But | don't believe that we translated that
t heoretical argument into verbiage for Title 17. So, that's
ki nd of where we are.

| still firmy believe, however we do it, that you
have to each anal yst needs to have a proficiency test.
Whether it gets submtted or not submtted, you know, we can
tal k about that. But the anal ysts need to each have their
own tests every year.

CHAI RVAN KI MSEY:  Anybody el se on the Conmittee
have an interest in changing the | anguage that Jennifer
ment i oned?

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewick. | firmy agree with Jennifer.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: This is Jennifer. W
didn't actually, you know, fromny own notes fromlast tinmne,
we didn't actually specify down to that detail. And we may
want to | suppose because, you know, certainly if you're
| ooking at a | aboratory with nmany, many anal ysts, you know,
Clay is right; there's a lot to submt.

And | think that the way that our |aboratories

handl es this is that we, everybody takes a test, everybody
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has to but only a nunber of tests were actually submtted
for the | aboratories.

CHAI RVAN KIMSEY: Is it worth, if you're
interested in doing that, Jennifer, is it worth having sone
| anguage that allows that? | nean, do you think the
| anguage that you're currently tal king about covers that?
O do we need to add sonething if we're thinking of maybe
doing that in the future?

COW TTEE MEMBER SHEN: | think the | anguage we
have right now is sonewhat vague. And this is just from
what | had witten down fromlast tine.

CHAI RVAN KI MSEY: Sure. And then we haven't, you
know, this is a good discussion, don't get me wong. W
haven't, we didn't really have the tinme to get, you know,
draft |anguage out to everybody.

But what we did was we obviously had sone
agreenent, you know, on direction. And if we think there's
sonme nore specificity that we can add to that |anguage then
that's fine at this point.

We can al so when we actually get the draft
| anguage around to people, look at it at that point
realizing that we nay want to change it.

But does soneone have sone suggested, you know,
nodi fied | anguage currently or is this something we just

want to track when we actually have the witten | anguage in
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front of us?

COW TTEE MEMBER SHEN: W coul d do sonet hing as
sinple as -- | nmean, | don't know who anyone el se feels, but
again, | feel very at least strongly that all analysts
shoul d be, in fact, taking a proficiency test.

We could do sonmething along the Iines that al
anal ysts are required to take a proficiency test, X anpunt
of them of which are required to be submitted to the
Department for review

We could go that route. | don't know that we want
to set it up so that every single person has to have their
proficiency test submtted to the state. You know for a
smal ler lab, not a big deal. For a larger lab, it could be.

O we can just leave it vague. But the vagueness
al ways lends itself to interpretations.

CHAI RVAN KI MSEY: No, vague is not good. This may
be sonething that, you know, we come up with, you know, when
we get into sonme of the detail of the actual, you know,
ei ther the | anguage we're going to propose or the actual
drafting of the regul ations.

And it seens |ike Clay's point was, and correct ne
if I"'mwong Cay, you were nore interested in having the
state receive sone proficiency testing based on the
| aboratory itself, not the individual?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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Right. That's the current practice. | don't know, it seens
to work. | don't know that we need to change it.

But again, the Departnment would like to see, if
the lab has two methods, two instrument set ups; there's a
conti nuum of those two net hods being very different, those
two net hods both being GC, maybe in one case a direct
i njection and head space puts them open to -- GC head space
but if they're different instrunments and perhaps different
experinmental paranmeters and then, you know, the DQJ set up
where they have one GC and two head space sanpl ers feeding
into the -- what would be identical columms.

So if there's a continuumof that -- and | would
al so suggest besides the, open to interpretation, under the
APA requirenents, vague regulations run afoul of the clarity
i ssues. That's another issue.

CHAI RVAN KI MSEY: No, and that was to ny point
about, vague is not good. But those kinds of details, we're
going to have a nunber of those issues once we get to that
poi nt where the actual regs are being put into conpliance
with ADA and 17025.

| mean, and I"'msure we'll be, as a Conmittee,

di scussing those as we go on. So what's the feeling of the
group? Do we want and try and work on sone | anguage ri ght
now t hat involves proficiency testing with regards to the

facility or the laboratory itself? O do we just propose
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that that | anguage be included for us to review when we're
reviewing all the | anguage?

Does soneone have sone | anguage to suggest, |
guess is the way to nove the di scussion.

MR LYLE: This is Bruce. | think we need to

deci de whether it's the lab's proficiency or the

10

i ndividual's proficiency. Do we have to decide that first?

CHAI RVAN KI MSEY: Well, currently the | anguage

really tal ks about individual proficiency testing. And the

issue that Clay is bringing up is nore based on the whol e

facility proficiency testing.

And so, we have pretty much agreed | ast tine that

the proficiency testing would be, you know, on the
individual. And Clay's issue is, currently the Departnent
collects information on the facility and would like to
continue to do that.

And | guess, | don't know that |'ve heard any re
objections to that. But that is not currently in the
| anguage that is in the transcript from Septenber and al so
in Jennifer's notes.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck in San Diego. Froma practical standpoint you
cannot proficiency test the | aboratory.

Because that's ignoring the fact that there's an

actual person doing the work. It's far nore practical and

al

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 »h W N R O

11

useful to proficiency test individuals because they're the
ones who are doing the work.

COW TTEE MEMBER SHEN: Jennifer, so then it cones
down to, which we're all doing anyway, | nean, all of our
accredited | aboratories are all testing individuals,
probably, | would assune. But, it comes down to what it is
will be our -- reporting.

You know, for instance, our crime scene program
we have a bl ood splatter proficiency. W ordered three or
four of them W got 20 people taking it. One of them goes
in as the one fromthe | aboratory and all the rest of them
are kept in our records for auditors.

So, | nean, | can see how that would work. It
woul d be, it mght be a bit of a burden to take an external
proficiency test for everyone, every analyst, and have that
turned in through the provider.

| don't know. |I'mnot sure how big other -- that
coul d be a burden.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Excuse ne. This is Bob Haas. |[|'m obviously m ssing
sonething here. | don't see that there's any controversy.

The externally provided proficiency tests are
taken by the anal ysts and the results can or cannot be
forwarded to DPH for review as at the sanme tine that they're

sent back to the provider for their scoring.
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s that right or am|l m ssing sonething here?

COW TTEE MEMBER SHEN: Actual ly, you know, | hear
-- you're right. Since everybody is taking them anyway,
it"s not, it wouldn't actually be a burden for us to send
those results to the Departnent. And then we would send our
requi site nunber back to the actual provider.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Ri ght.

COW TTEE MEMBER SHEN: | guess that's my point.
So | could easily, again with ny -- |'ve got 20 anal ysts
taking it, | could send, once the provider -- and you can
have a copy of those old -- is that what you' re talking
about ?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah, that's it. 1Is, Cay, is that what you' re talking
about ?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
You know, | think the can or cannot creates a clarity issue,
a clear clarity issue with regards to reg witing
requi renents. And all of the --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well, whether it's "can" at this point or "must" when the
regs get witten is not, I nean I'mjust trying to search
for where there's a difference of opinion here and |I' m not

finding one.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No, |I'mactually beginning to, with some controversy, |I'm
begi nning to feel unconfortable with the procedure that
Jenni fer described for her [ab.

One of the requirements of proficiency testing is
sanpl es need to be anal yzed exactly as they're analyzed in a
regul ar case sanple situation.

| submt that if, I"'mnot saying this lab is a
problem but | submt if that practice that she just

descri bed, basically she takes the sanple and has 20 people

analyze it -- that doesn't conformw th my, | would inmagine
a typical situation, unless, | assunme you are too busy to do
that, and that there would be a tendency, | would think, on

the part of the lab director or the QC officer to | ook at
all 20 results and throw out outliers. | mean if 19 people
saw one bl ood splatter pattern and the other guy saw
sonmething conpletely different; | suspect it's unlikely
you'd submt that 20th result.

So that there is a little bit of, cherry picking,
if you will here. And | think, | don't think that captures
the letter, if not the letter the spirit, of the proficiency
testing program

So I'"'ma little unconfortable with the whole
notion that we do kind of a round-robin, denocratic process

here to achi eve results.
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CHAI RMAN KIMSEY: And | think -- Clay this is
Paul . | think Bob's question was though, about the
| anguage. We're not tal king about any particul ar practice
necessarily. But the | anguage that was di scussed, Bob's
perception, and mne to sonme extent too, is it seens to be
fl exi bl e.

And obviously we nay have to get to specific
| anguage change with, because of the ADA, but, or APA, but,
is there sonething about the | anguage that you would
reconmend?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think the | anguage as Jennifer briefly read it, | actually
remenber sonething a little different but I can't find ny
not es here.

But as she briefly read it, it didn't appear to
show this was an external proficiency test. It didn't
appear to show this was a analyst's result or a lab result.

Since the record shows we discussed all this. |
t hink, and you can figure it out now or later, | think
probably nowis the point intinme. W come up with specific
requirenents.

| think it would be disadvantageous for a |arge
lab to submit 20 results to the Departnent. That, it,
because there's a four-letter word that it happens. |'m not

going to use that four-letter word.
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But, and so it, | think if you submt all 20 that
there will be, statistically a few nore instances where a
lab's results were outside acceptable limts. Since the
whole lab is being judged by that, | suspect we set pretty
hi gh st andar ds.

Any error is a flaw requiring corrective action.
And the expectations, it's an open -- the lab knows they're
being tested. They do their best effort and they' re scored
accordingly.

| think it would be disadvantageous for the lab to
have all the analysts conplete and submt results. |
suspect that wouldn't happen. But when, if it's not going
to happen why don't we just denobnstrate it's not going to
happen?

| also think when we di scussed this previously,
and again, the ASCLD/LAB clearly states that the anal yst PT
can be internal. The sanples, they give sone exanpl es.

They coul d be sanples that are prepared by the | ab
or they can be case sanples that are re-anal yzed.

So if we're going to set requirenents that an
anal yst nmust do an external PT, it's going to be an
addi ti onal burden, maybe not a mmj or burden, not a problem
with San Diego PD since you' re already doing it, but sone
| abs this may be a burden. And maybe a change with the way

they're doing things and it may not be necessary.
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| would |ike to see | anguage that, just that the
| ab shall submt results through the provider obtained from
an approved provider.

CHAI RVAN KI MSEY:  Well this sounds |ike, you know,
we're getting into some very specific |anguage changes. And
since we don't have the | anguage yet in front of us | think,
unl ess soneone el se wants to propose | anguage, | think we
will, you know, when we have | anguage in front of us we can
talk nmore specifically about, you know, word changes and
i nplications of that wording.

But right now !l think it's nmy perspective on this
nmeeting that we still have like in bullet nunber three sone
overriding issues to discuss with regards to what the role
of the Departnment is going to be in sonething like training.

And | woul d defer this discussion about the
proficiency testing and external versus the facility, versus
the individual to when we actually have sone | anguage in
front of us.

COW TTEE MEMBER SHEN: This is Jennifer. | would
agree with that. The last thing I would say about this
particular issue is that, what we're doing now is taking of
proficiency tests and getting the results back fromthe
provi der and then we are forwarding those to the Departnent.

That's the process that's in place currently and

that appears to be working. A thing to keep in m nd when we
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write our |anguage.

CHAI RVAN KI MSEY: Ckay. O her comments fromthe
Conmittee?

MR. LYLE: Bruce Lyle. | agree. W should just
wait until we have wording in front of us so we can --

CHAI RVAN KI MSEY: Ri ght.

MR. LYLE: -- intelligently change it.

CHAI RVAN KI MSEY: Ckay. Anything else fromthe
Commttee? |If not, bullet nunber three is basically, ['lI
read it. The bullet renoves CDP's authority to review and
approve training prograns intended for persons to qualify
under the regul ations; exanple, breath instrunent and
oper at or trai ning.

As | renmenber in | ooking over the transcripts,
there was quite a bit of discussion. It would appear to be
a certain anmount of agreenent about the need for a training
program for breath instrunent operator training.

And it was pretty much sort of, | want to say,
limted, to that. That there was other parts of training
that the Departnent is currently involved in was not inbued
in such a positive perspective.

And so there was a bit of a dichotony that there
did seemto be a general feeling that training for operator
breath instrument, operator training needed to have sone

sort of standardi zation review and approval.
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But that was not true of other aspects of
training. Now, my attenpt there was to try and summari ze
fromm nenory and what | read in the transcript.

Anyone el se have a perspective on what the
di scussion was in | ate Septenber?

COW TTEE MEMBER SHEN: | have in ny notes that
bul l et three needs nore discussion.

CHAI RVAN KI MSEY: Yes (laughter). And in |ooking
at the transcript yesterday and |l ast night | nean there
really did seemto be a general, | nmean there was quite a
bit of discussion about the fact that the CHP struggles a
little bit when they nove around having to go through, you
know, that some training again.

There was a recognition of that. 1 think there
was sone perspective that that just may be a reality. That
there didn't seemto be a way around that but that, | think,
everyone still felt that that training was inportant and
that there be sonme sort of standardized review and approval
of that training which could be maybe a consol i dat ed.

| nmean, obviously, there's a certain nunber of
instrunments. | think Kenton nentioned that there's, you
know, sone basic, you know, physiology of al cohol
consunption that could be sort of standardized.

And, but | didn't, it was ny, | didn't hear any

people really feeling that the breath instrunent operator
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trai ni ng was not necessary.

So, anyone want to sort of build on that
di scussi on?

COW TTEE MEMBER SHEN: | felt we had sort of
gotten to where we agreed that | aboratories had to have
their own protocols because even though the basic technol ogy
can be the sanme in several types of instrunments, even
instrunments that are the sane are set up differently and are
run differently.

So, officers need to be trained on those specific
i nstrunents.

CHAI RVAN KI MSEY: Right. And | think there was
sone feeling that there, yes, that each | aboratory m ght
have sone specifics with regards to their own, you know,
situations and |l ocations but there was quite a bit of this
information that could be sort of standardized.

| nmean, obviously, you know, the physiol ogy of
al cohol consunption and sone of the bases for how these
machi nes operate is not going to change.

But, you know, the protocols and that sort of
stuff may be, you know, county specific. But | think there
was sone interest in having sort of a |arger
standardi zati on. And maybe |'m w ong.

COW TTEE MEMBER SHEN:  You know, |'mjust going

to throwthis out there again. | nean, do we need to train
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our breath operators in anything other than how to operate
t he instrunments?

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. The whol e purpose of Title 17, originally at
| east, was to train and standardi ze anal ytic procedures.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think, this is Cay Larson speaking. | think the sinple
answer to that question is the current regul ations
specifically require that.

And | don't know, actually, | think it's
remar kabl e that you | ook at California' s regul ations
regarding training that they, as | said before, they have a
nunber of uni que characteristics.

One, it's left up to the individual |aboratories
wi th approval of training procedures by the Departnent where
ot her states into, take direct control.

But a nunmber of states have in their regulations a
requi renent that a specific nunber of hours of training.

And we see with New York, New York went from40 to 32 and so
they cut it down.

And, they all include, the proposal -- there's
physi ol ogy, there's the principle of operations, so, | nean,
there seens to be nationally a reluctance to treat this just
as a black box that requires a button. And that there's an

expectation, you know, it may be simlar to the fact that do
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you need to have a BS in chem stry or a baccal aureate degree
in an applied physical science or natural science to nake
injections into a GC.

The answer could be, no. And it's probably no
when the GC is working perfectly and the sanpl es don't
present any problens and things are routine.

It's probably, yes, when those circunstances don't
hold. And | suspect that the same argunent probably is made
in other states for breath testing operator training.

COWM TTEE MEMBER SHEN: | woul d say that the
scientific degrees with the crimnalists are necessary by
and | arge, that nethodol ogy, you need themto send it --

As far as the officer goes, an officer who is
runni ng an instrunment, he or she needs to be trained in how
to use that instrument and what the state |laws are.

| nmean, for, after a waiting period et cetera.
don't know how inportant it is or how nuch of it stays in an
officer's training about, you know, the physi ol ogy of
al cohol in particular.

It doesn't nmean that we can't offer it if we want
to. But, should we not be concentrating specifically in
| egislation on training the officer and what he or she needs
to be trained in.

This really takes down to very individua

nmet hodol ogi es for the | aboratories.
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CHAI RVAN KI MSEY: And so, woul d you propose then
Jenni fer that, what would the role that the Departnent be in
that? Just that the training would be, there would be a
trai ning programthat would be available on inspection or --

COW TTEE MEMBER SHEN: Yeah. | think, that's
where 1'd like to see a lot of this go. Because we have the
accreditation already and because we docunent everything and
have all of this stuff available, there needs to be a
trai ni ng program because the officers need to be trained.
The operator needs to be trained. And that needs to be, it
needs to be | aboratory specific. And it needs to be well
docunent ed.

And, you know, if we follow, if we put in Title 17
the instructions to train the officers on these particul ar
things that are nmeaningful, the |aboratories will be
responsi bl e for providing that training.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. Jennifer was quick to use the A
word, the accreditation word. | think the discussion |ast
ti me showed, unl ess sonmeone presents new i nformation, |
think we have to conclude that the current accrediting
bodi es provide nothing in the way of oversight,
accreditation of breath al cohol analysis. | would add, |
woul d include the breath calibration -- accreditation

of fered by ASCLD/ LAB.
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COW TTEE MEMBER SHEN: My poi nt being that
accredited | aboratories operate in a manner in which we have
to docunment what we're doing. W have nethods. W have
procedures. W give testing and all of that stuff is
docunent ed.

So, you would be required to have that training
program docunented and in our manuals and at our facilities
for review

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, this is Bob Haas, conmment fromthe public. Nunber
one, the purpose of Title 17 as | understand it is to ensure
t he conpetence of the |laboratories and their testing
pr ocedur es.

And Clay is absolutely right with regard to
addressing the breath al cohol operators. | personally
believe that the nore instruction that's given, particularly
to officers in the field, the better they are able to
adm ni ster these tests, and particular, to ensure that these
cases don't end up in court in a controversial testing
envi ronnent .

Regarding that, Cay is also correct in saying
that the accrediting body doesn't really refer to breath
testing per se. And also, what Jennifer, you' re suggesting
puts the entire burden, the entire Departnent's burden on an

audit procedure rather than having defined paraneters for a
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testing programbefore, a priori, that can be, that's
constructed here and sent out for review

Now t hat can be generic. It doesn't have to be
specific to every single procedure and every single
instrument that's done, that's used. However, to have the
Departnment in order to carry out it's mandate, have to audit
all of the laboratories and all of the training manual s |

think is very burdensone and really puts the cart before the

hor se.

COW TTEE MEMBER SHEN: | agree with you. And I
do really, | guess | was really just sort of trying out sone
ideas. | don't have any problemw th how we're doi ng things

right now W have a training programand it's tailored to
our needs and the Departnent reviews it.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly. And | too amhappy with that. And |I've sat down
with CHP to go over when they nodernize their instrunments
and they revised their training nmanual .

And Clay went through this them and everyt hing
works fine. So, again, this seens to ne an already sol ved
problem at |east partially.

COW TTEE MEMBER SHEN: Yeah, | agree. MW only
t hought was, do we want to -- because we had the | ong
di scussi on about, you know, whether or not we want to have

sonething that is very general and then have sone specific
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training as well. Do we, in fact, need the very general
training if what we really care about, | nean, really, nuts
and bolts, we care about the officers being able to operate
those instrunents and doing themcorrectly and follow ng the
regul ations that are set out for them

| nmean, don't get me wong. | think training is
wonderful. And | didn't say, | wouldn't in no way
anticipate that we would stop training officers in these
other things. But do we want to have that regul ated or do
we want to have the operation of the instrunment regul ated?

And | frankly don't really care one way or the
other. | was sort of throwing it out there as a thought.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well thanks. Are there any other thoughts on that?

COW TTEE MEMBER WONG This is Kenton in
Ri chnond. You know, |'ve trained thousands of officers on
the Intoxilizer and the Drayger and it's really not an
issue. | nean, you know, | always explain to them |'m not
here to make you a physiologist. |I'mnot here to give you a
degree in biology. But, you know, you've got to hang with
me for the first half an hour, 40 mnutes. And we've got to
go over physiology. W've got to over the alveolar air so
t hat you understand what's happening in the test and you
know what to | ook for; whether soneone is trying to short

blow or -- and they're cool with it.
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| nmean, it works. And | totally concede to them
| say, you know, that the inportant parts are going to be

the | ast couple of hours of the class for training because
it's specifically on this Drayger instrunent or this
Intoxilizer and you've got to get the nuts and bolts on
t hat .

But before we get there you ve got to go over this
general part. And so, it's sort of really not an issue.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
So what is the issue then? |If this is put into regulations,
it doesn't sound to me like that's an issue at all.

CHAI RVAN KI MSEY:  Well, isn't it being put back?
| mean, isn't Article 4 that was renoved, isn't this covered
in Article 4?2 As | renmenber reading the transcript | think
it was -- it was whether or not there was, it was in nore
t han one pl ace.

And it seened |like some it had been summarized in
Article 4.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Clay? You're our nenory on this.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
That is correct. It is Article 4. And, yeah that would be
-- restore the |language of Article 4. 1218 and 1218. 2
actual ly.

CHAI RVAN KI MSEY: And this though would be limted
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to the breath instrunment operator training. | think there
was the other training was felt to be requirenments would be
that the | aboratory woul d keep that and that woul d be nore
of an audit review that would determ ne a problemwth
training. |Is that correct?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well the programwoul dn't agree with that. | think that was
the sentinment of the commttee.

CHAI RVAN KI MSEY:  Yeah, that is what | was
referring to.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| didn't hear that. Wat was said?

CHAI RVAN KI MSEY: That the sentinent of the
Comm ttee fromthe previous discussion, which can change
(laughter), was that, the breath al cohol training seened to
be necessary, the Departnment's role in that.

But that the other training, that the approval of
the other that the Departnment did for other types of
trai ni ng was burdensone and woul d not go forward.

That the training would be the responsibility of
the individual |aboratory. Am1l reflecting that correctly?

COMWM TTEE MEMBER SHEN: This is Jennifer. Yes you
are. And, you know, and we kind of went off on a little
tangent on the breath operator training. But | think a |ot

of what we were expressing, | believe, was the approval and
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the trai ning of alcohol anal ysts thensel ves.

So | don't know that anyone was really
particularly having difficulty with oversight of the
operator, breath operator training. It's the, having our
anal ysts have to neet a certain set of guidelines outside of
what the | aboratory is |ooking for that we were di scussing.

CHAI RVAN KI MSEY:  Ckay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Let nme just very quickly. Resubmt the argunent just so
we're all clear on why | think -- approach this froma
slightly different way, why | think the other major training
conponents whi ch the Departnent has approved over the years
and only one agency, DQJ, ever offered that training.

Was the training that allowed a supervisor, that
doesn't have two years experience, the requirenents for a
forensi c al cohol supervisor are that they have a
baccal aureate or higher degree in chem stry or biochem stry
and that they have had two years of experience, under the
current regul ati ons, have had two years of experience
perform ng forensic al cohol analysis.

The proposals, a couple of changes, one woul d
change the word "supervisor” to "analyst" but we retained
that two years experience requirenent.

| think the way it is witten nowit would

actually be nore honest and cleaner to sinply elimnate the
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requi renent for any experience.

This woul d be consistent with ASCLD LAB.

ASCLD/ LAB doesn't require an anal yst to have any experience.

Because as it sits now we say that an anal yst nust have two
years or in lieu of two years, the Departnent, his own
enploying lab will train him

So, | nmean, there are no requirenents for the
hours of instruction or nmuch details as to what the
instruction would contain. | submt that |abs that are busy
or are just followi ng the ASCLD/ LAB gui del i nes coul d make
that a very brief and neaningless training. But nore to the
point, we're witing a regulation that basically requires
the lab to do whatever it wants to do.

| think at sone point when we go down the road of
devel opi ng and pronul gati ng these regul ations and | think,
an APA question will be, what is the necessity of such a
regul ation? Sonme |abs will do an excellent job of training
an i nexperienced enpl oyee and make sure that he is
absolutely up to snuff, other |abs probably won't do a very
good, as good a j ob.

But putting |anguage in regul ations that says, you
know, train good, is -- but can you guys figure out what
that means -- is neaningl ess.

| would say the cleaner way to deal with that is

sinply elimnate the requirenents that anal ysts have any
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experience at all.

CHAI RVAN KI MSEY: And so the other training that
you're tal king about Clay is not the Departnment's training,
it's the Department of Justice's training?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah. The existing regulations state that a forensic
al cohol supervisor shall have two years of experience
perform ng al cohol analysis and that experience includes --
conponents, but basically in lieu of that an individual can
take a, take special supervisor training which has been
approved by the Departnent.

Hi storically, the only lab, the only programthat

we ever approved was the DQJ course which is still offered
but very, very infrequently. 1It's a five day course, very
exhaustive. It was reviewed, approved by the Departnent.

You know, historically, the reason that that
existed, | think the |anguage in this -- back in the early
' 70s when the regulations were witten, there were sort of
starting, sort of running frombasically a standing start.
That there was probably a paucity of people with two years
experience because forensic al cohol was a new, a sexy new
activity.

And so, it probably had nore applicability then
than it does now. Now | suspect there are people around

t hat have had t he experience.
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But, | think the current reg requirenents under
the 1216 definition of an analyst is pretty neaningl ess.

CHAI RVAN KI MSEY: It's pretty neani ngl ess, you
say?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yes. Requiring two years experience. O in lieu of that,
experience training.

COW TTEE MEMBER SHEN: Well, | nean, let's keep
in mnd when you read what we are -- you know, we are
proposing is that you have the degree in science and you
have two years experience, of analytical experience and
experience interpreting and correl ating, deneanor, behavior
of persons who have ingested anmounts of al cohol, blah, blah,
blah or can train, or satisfactorily conplete the training
cour se.

And this training course has to include all of
t hese things that we have, that were outlined and are still
out | i ned.

So | have a, | nean, | guess | take a slight
offense at the fact that we're just going to throw soneone
out there because we're way too busy to train them and, you
know, what, give them 30 seconds on each of these
categories. That's not going to happen.

And we need to be able to prove, and we have, in

fact, provided training for this analyst, the same anal yst.
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And what that person was trained in and how we trained it
and trained himand we al so have to have records of what it
is that we required; whether that's witten tests or md-
course, | know for our department we have an extensive
training programto include new course in a courtroomwth
attorneys and j udges.

So we outlined what is necessary in the proposed
regul ati ons and we have to prove that we neet that. You
just can't pretend.

CHAI RVAN KI MSEY:  Any ot her coments on this from
any Commttee nenbers? It sounds |ike, you know, there sone
agreenent with regards to having, reinstating sonme aspects
of Article 4 that tal ks about breath instrunent operator
trai ni ng.

And we can work on some | anguage that reflects
that. 1It's still seens like |I haven't heard any Committee
menbers articulate a reason to keep the Departnent involved
in the approval of other training prograns. |Is that a fair
sunmary?

MR. LYLE: Yes. Bruce. Yes, a fair sumary.

CHAI RVAN KI MSEY: |Is there anything el se on bull et
nunber three with regards to training that we want to
di scuss (no response).

The bull et nunber four fromwhat | could renenber,

and of course this was later in the day and the transcripts
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are wonderful by the way, but sonehow didn't always trigger
ny nenory.

| wasn't sure that we had a discussion -- we did
tal k about, bullet nunber four, renove requirenents for a
| aboratory to provide CDPH with records of its activities
under the regul ations including notification by |aboratory
of its intent to performforensic al cohol analysis.

| think there were general agreenent that the
Depart ment shoul d have access to those records. And we
talked a little bit about access.

But | couldn't see or renmenber that we tal ked
about this idea of a notification of the |aboratory's intent
to sort of get into the business or be in the business.

And this obviously gets very difficult because
obvi ously based on the | egislative | anguage we are not
licensing or certifying any of those types of processes.
And so there was sonme question in, you know, how would the
Depart ment know who is doing this work?

| know that the subcommttee, which was Jennifer
and nyself, talked a little bit about a website that the
Department woul d mai ntai n of people, of |aboratories that
were doing this work with sone sort of neeting of the
standards of Title 17.

And there was sone di scussion on whet her that

should be a long list of things or just a very short list of
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t hi ngs.

But, so I'mjust throwing it out to the group.

How do we feel about this issue of the Departnent being
notified that a | aboratory is going to be doing forensic
al cohol anal ysi s?

COW TTEE MEMBER SHEN: This is Jennifer. | don't
think that you can ask the state to regulate a programin
any way, shape or formif the state doesn't know that the
| aboratory is perform ng al cohol analysis.

So, | nmean, it seens to nme that sonehow not going
down the road of |icensing because we're not doing that, but
sonehow t he Departnment needs to at |east know when a
| aboratory is going to start providing that service.

CHAI RVAN KIMSEY: | would tend to agree that we
ought to know what the universe is to sone extent. Does
anyone have, | nean, obviously, we've gone -- we know we're
not licensing. W're not certifying. W're not any of that
sort of process.

So, what are sone other ideas? | nean, obviously,
mai ntai ning a website was one. But is there anything, any
ot her i deas?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

This is Bob Haas. Maintaining the website as ny
recollection was sinply to informthe public of what, you

know, what resources there were for forensic al cohol testing
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in the state.

| woul d suggest that there be nmandatory
notification of any |aboratory that either plans to continue
or plans to start forensic alcohol testing;, be required to
just informthe Departnent of their intent.

And then they can follow the whatever other
regul ations are in place for training prograns, proficiency
testing et cetera.

But, yeah, | agree with you conpletely Jennifer.
| think it's absolutely essential for sonme state agency to
know who is doing forensic testing, and in this case,
al cohol testing. But forensic testing in general.

COW TTEE MEMBER SHEN: Paul and | talked a | ot
about the website. And, you know, an exanple | had is that,
you know, you can pull up a specific police departnent
| aboratory and then there would be an indication if this
| aboratory is accredited, yes or no. Wat is the
accrediting body? Are they current in their proficiency
tests and is the lab in good standing?

You're right. That's sonmething for notification.

We're sort of thinking notification for public and for the
defense community. But there's no reason that coul dn't
serve a dual purpose of that notification is required for
this website which would al so serve to notify the

Depart nment .
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well right, right. | nean, all I'msaying is a letter of

intent, let's say a new |l ab cones, you know, either in-state
or not, wants to performtesting. A letter of intent to the
Department and then the requirenents that you just described
woul d be included on a website that would be publicly
accessi bl e.

| think that's terrific.

CHAI RVAN KI MSEY:  Ah, sonething --

COW TTEE MEMBER SHEN: W --

CHAI RVAN KI MSEY: -- sonething, you know. This is
Paul real quick in R chnond. Sonething that Bob nentioned
triggered a thought. 1In a |larger sense does the Departnent
of Justice do forensic |aboratories register or are they
I icensed or does the Departnent of Justice have a list of
forensic, |aboratories doing forensic science broadly?

In other words, I'mthinking that this could be a
partnership. That if the Departnment of Justice sort of
knows who's out there doing forensic work in general, maybe
t hey could have a box on -- | nean, obviously, | don't
assune all forensic labs do all the forensic types of
anal yses. Maybe next to DNA there could be a box sayi ng,
al cohol, forensic al cohol .

| nmean, is this sonmething that's already being

collected I guess in the systen?
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MR. KOENI TZER  This is Dave from DQJ. And, no,
it's not. W take care of our own ten | aboratories. But we
don't really get into other laboratories in this state's
busi ness.

That's their real mof doing possibilities. But on
the site of that website we do run a website for DAs and | aw
enforcenent for results and things like that. So if we
wanted to do sonething like that | think the DAs woul d be
the ones to, if sonebody tried to start a | aboratory that
wasn't followng Title 17 they would be the ones that woul d
be the front line for us to see it before we woul d.

| f sonmebody chose not to follow a regulation that
they need to register.

CHAI RVAN KIMSEY: And so this is a, is this a, |I'm
sorry, I'mjust not famliar with the Departnent of
Justice's system But is this DAs, is this an organization
under DQJ or is this a private organi zation or run by the
counties or what's the --

MR. KOENI TZER: The district attorneys are their
own entities. Dave again, fromthe Departnent of Justice so
the reporter knows.

But we do offer, as part of our services for our
ten | aboratories, that we offer a website for the district
attorneys within our realmand | aw enforcenment to get

results for all our crimnalists, takes our bl ood al cohol
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and our breath alcohol so that they can take those results
to our court.

So | was just thinking if you wanted to do
sonmething a little nore secure as far as trying to regul ate
a new |l aboratory trying to cone in not informyou that the
DAs woul d probably going to be your front line to notice
that sonmebody is trying to do that.

I f they ever want to -- the blood al cohol case in
court they should be the ones that are trying to nake sure
that everything is follow ng your regul ations.

COW TTEE MEMBER SHEN: This is Jennifer --

MR. KCENI TZER: That way --

COW TTEE MEMBER SHEN: -- the bottomline is that
we can't, it's not reasonable to think that we can operate
wi t hout the proper approvals w thout sonebody noticing.

Because al cohol is highly contentious at all tines
incourt, it seens. And it's not reasonable to expect that
there is going to be a | aboratory is going to be able to do
wor k and not follow these guidelines and nobody is going to
noti ce.

CHAI RVAN KI MSEY: Right. And | would agree. |'m
just trying to, | was just had a train of thought that, you
know, we're tal king about a website that, you know, that if
sonmeone woul d have responsibility for that woul d acknow edge

that an entity is conplying with Title 17 to some extent
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whi ch obvi ously woul d be up for discussion.

But it doesn't sound like that there is an entity,
| nmean, this district attorneys site sounds interesting but
I, 1 guess, we would have to think nore about, | mean
obviously if the Departnent has responsibility for the
regul ations, responsibility for Title 17, you know, it seens
i ke, you know, a website in the Departnent that could, you
know, that woul d be accessible that would reflect conpliance
to the extent the Commttee wants us to have information on
that website, m ght be a nore clean-cut sol ution.

| nmean obviously --

COMWM TTEE MEMBER SHEN: | would agree. | think it
woul d have to be the Departnent run

MR. LYLE: Bruce from San Diego. The attorney
general may have sonething on crinme |abs or |aboratories --
but I think they would be the only ones.

It sounds like if we're tal ki ng about oversi ght
and that the Departnment has oversight or, | don't know, we
can't really come up with a good word for it. But --

CHAI RVAN KI MSEY: Responsibility (laughter).

MR. LYLE: -- yeah. You say a responsibility --

COMWM TTEE MEMBER SHEN: I nterest.

MR. LYLE: -- interest. That they should, the
Department should be at | east have their hands in on what

gets upl oaded onto that website.
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And |, after breaking last, in Septenber, just
mulling it over, | thought a website was probably the best
way to go.

And that |anguage into the regul ati ons that conpel
| abs that are doing forensic alcohol testing or considering
it that they do, that we conpel themto send a notification
to the Departnent.

COW TTEE MEMBER SHEN: And this is Jennifer. And
not to rain on my own brainchild but one of the things that
we need to worry about, | think, is that, you know, one of
the reasons we are rid of the licensing is that we did not
want -- well, actually I'"mnot going to go there.

But what we could set ourselves up for here is
that the Departnent could choose to say we're not in good
standing or -- but the standing that we would need on this
website depends on its interpretation of what it thinks it
needs.

So, | nmean, if it was up to ne, in order to go
this route, it would have to be exceptionally clear what it
is that does or does not net you a yes or a no on that
websi te.

CHAI RVAN KIMSEY: No. | would agree. And | think
the regul ati ons woul d have to be quite specific. | nean
that's the point of themto sone extent.

And, you know, and then you and | Jennifer, we
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tal ked about, we went both ways (laughter) in the sense that
t he di scussion we had, you know, 20 different things. And
then we got down to two things or whatever.

So, | think if there's, it sounds |ike there's
general agreenent that this website would reflect, you know,
a laboratory's standing. | guess what we need to talk nore
about is what criteria do we want the Departnent to use.

And you nentioned a few of themJennifer. You
know, is the | aboratory accredited? Is it up onits
proficiency testing? You know, so, | think we can nove on
to, you know, the idea, what would that website refl ect
specifically that the Departnment would -- we have to
understand that the Department woul d have to have sone
ability to make a determ nation

So, any thoughts on what we want reflected? Do
you have that list in front of you, again, Jennifer that you
ment i oned?

COW TTEE MEMBER SHEN: Great. | do. And, you
know, the l|aboratory's nane, whether or not the |aboratory
is accredited, what the accrediting body was and is the
| aboratory current in the proficiency tests? And then the
| ast one we had tal ked about, is the |aboratory in good
st andi ng?

That one is fraught with difficulties.

CHAI RVAN KI MSEY: Well, the regulation could say,
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you know, "good standing" neans x, y and z. | mean --

COW TTEE MEMBER SHEN: That's what it, that is
what woul d have to happen

CHAI RVAN KI MSEY:  Ri ght .

COW TTEE MEMBER SHEN: | nean, and then, you
know, then you were tal king about perhaps, you know, if the
operator manual is current and -- approved and that kind of
stuff.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public, Cay Larson. |'mjust thinking
about those itenms that you just described. 1It's not clear
to me that it would be appropriate to Iist accreditations
since nothing in the regulations requires a lab to be
accredi ted.

And the Departnment is not in a position to, |
mean, you said, nane the accrediting body to determ ne
whet her we have no regul ations, no directions to determ ne
whet her those are appropriate accrediting bodies.

So | would think that information is, probably
woul dn't go on the website. The statenent that the | ab was
current in, I'"'mnot sure exactly what that neans. Current
in proficiency tests.

So if alab fails a proficiency, it wouldn't be
current? |Is that the --

COW TTEE MEMBER SHEN: Well, and this is, | nean,
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this is just sone options we wote down. This is certainly
not hing that we are propering as the way we shoul d go.

| think Paul and |I considered the fact that the
website woul d be of use to the public and to the defense
attorneys. Therefore, the accreditation status m ght be of
interest.

But as far as, you know, as far as proficiency
tests go in ny mnd, however we set it up, that we do the
first test and the Departnment gets a copy of that. That has
to be done on a yearly basis.

However, if we decide, so if we have net that
criteria then, yes, it would be current.

If you want to call it something else, that's fine
with me. These are just sort of things that we' re thinking
about having on that website that sonebody could | ook up.

And it does give the Departnent a little bit, it
gi ves where the Departnent currently doesn't seemto have
any oversight abilities of any kind based on the existing
regul ations, any teeth. This kind of gives the Departnent
an ability to hold | aboratories accountabl e.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. Back to proficiency testing, |
t hought you kind of gl ossed over the issue. Wen we
di scussed proficiency testing the Departnment would -- we

kind of all agree now all -- naybe we're not totally clear
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on the exact details, but in sonme fashion | abs woul d be
submitting proficiency tests results to the Departnment on an
annual basis.

The Departnent woul d nake a determ nation of
whet her those results, in the current |anguage, whether
t hose results show that the lab's nethods are, neet the
standard performance requirenents set forth in the
regul ati ons.

So, given enough tinme | suspect at sonme point in
time, sonetime or another a lab will submt results. The
Depart ment woul d eval uate those results and nake a
determ nation that they didn't nmeet the standard of
per f or mance.

The question is, if that eventuality, if that
occurred woul d you then use the | anguage, they weren't
current?

COW TTEE MEMBER SHEN:. W can use what ever
| anguage that we all decide woul d be appropriate.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| think also, this is Bob Haas again. And I, if Rosal ee
could comrent on this perhaps. | think if that eventuality
occurred Clay, that there should be described in detail into

the regul ations the procedure for corrective action.
That could, and I'm not suggesting what that'll be

at this tinme. But, if, you know, if results are out of
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conpl i ance, quote/unquote, then there will be a procedure
for the Departnment and the | aboratory to provide corrective
action to, or the individual |aboratory to provide
corrective action in order to bring theminto conpliance.

And you're right, if the website is as |I'm hearing
it now would be, would have to say, until that corrective
action had been inplenented that is was not current.

But | see this as a, you know, first of all, rare,
but, you know, not unheard of, but also, tenporary. And
that's the advantage of a website. Is that it's a living
docunent in a real sense and that, you know, within a period
of days to weeks, you know, the conpliance issue can be
resol ved

But that also, again, | want to enphasize, has to
be described and detailed carefully in regulations. So that
everybody knows that there's a level playing field here.

Rosal ee do you have a conment on that?

M5. DVORAK- RENI'S: Not hi ng except that | agree
wi th what you said Bob (Il aughter).

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Wel |, thank you.

M5. DVORAK-RENI'S: You need to be just, it would
need to be described in regul ations.

CHAI RVAN KI MSEY: And | appreciate that. And I'd

like to sort of, sort of, come back up out of the weeds a
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l[ittle bit. And I, only to the extent that we've tal ked
about the nane of the organizati on.

| don't know if that would include an address.

W' ve tal ked about accrediting, accredited, yes or no.

W' ve tal ked about accrediting body. W' ve tal ked
about the proficiency testing being up to date, current,
what ever, woul d be inportant.

And then we had this general category of, good
standing. 1'd sort of like to talk about things at a higher
| evel knowing that we'll have sonme detail to work out.

But, what else m ght be on this website that the
Depart ment woul d have sone know edge of or control over?
mean, | happen to think, | don't know, do we ever get
|l etters of conplaint or about |aboratories?

| nmean, that could be, you know, good, in good,
that m ght be reflected about, good standing. Although
you' ve got to be careful. You know, |etters of conplaint
have to be investigated to be shown to be, you know, viable
or whatever or true.

But anyhow, sort of at a higher |evel besides the
proficiency testing, accrediting, accredited, name -- any
ot her suggestions to what could be on the website?

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. | nay be an interesting mnority here speaking

just for nyself, we can skirt a |lot of these problens by
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sinply limting the website to the nanme of the | aboratory,
maybe an address, certainly contact information.

And that woul d serve the purpose of its needs, in
nmy personal opinion. Anything else, they would contact the
| aboratory for.

COWM TTEE MEMBER SHEN: And you woul d get on that
list by sending your letter of intent. The Departnent would
put you on that |ist when had you |l et them know or they do
know t hat you're doing al cohol analysis.

COWM TTEE MEMBER SEDGEW CK: Paul Sedgew ck. Yes,
precisely. On top of which --

COW TTEE MEMBER SHEN:. | like it.

COW TTEE MEMBER SEDGEW CK: -- it's solves the
probl em of --

COW TTEE MEMBER SHEN:. Checking --

COW TTEE MEMBER SEDGEW CK: -- whet her that
information provided to the website, is accurate. Because
sonmeone should be doing that, if it's going to be put on the
websi t e.

CHAI RVAN KI MSEY: Well that's certainly the
m ni mal i st approach (laughter). | mean, | know of one point
when Jennifer and | were talking we were, we had a real --

COWM TTEE MEMBER SHEN: | think we got down to one
thing only.

CHAI RVAN KI MSEY: -- right. But at sone point we
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were like (laughter) at in the 30s so -- any other thoughts
on what could or should not be on the website?

| nmean, | guess there's sone agreenent that there
should be a website. And it just sort of gets down to, you
know, what should be on it.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

This is Bob Haas and speaking fromthe public point of
view. What do the other Conmittee nmenbers think about
Paul ' s suggesti on?

"1l make nmy coments first. Having a list with
no information is |ike yel p.com having no revi ews
(laughter).

| thought that the purpose of having this was to
informthe public and the | egal community of the resources,
not to just sinply provide a |ist.

| nmean, everybody knows that, you know, the county
of San Diego and San Franci sco and Contra Costa have
| aboratories that test for, that test al cohol.

Anybody el se, any Committee nenbers have an
opi ni on?

COW TTEE MEMBER SHEN: Well, this is Jennifer.
And, you know, | kind of go back and forth as Paul knows. |
don't want to set ourselves up in a situation, that, you
know, of witing that -- ny departnment, | don't want to set

myself up in a situation where there is a di sagreenent
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bet ween nysel f and our representative at the Departnent as
to what is or is not acceptabl e about a regulation that
built in sonme sort of -- on the website.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

What was that? This is Bob Haas again. | would say, you
know, that if all that this site would have is a |ist of
avai l abl e | aboratories then we should just scrub the whol e
i dea.

| nmean, anybody can contact CDPH and get a |ist of
| aboratories if they're all on record here.

COW TTEE MEMBER SHEN: Well, that is true. And
whi ch woul d take us back to bullet four to just requiring
sone sort of notification of the Departnent that a
| aboratory has intent to do that kind of work.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly.

CHAI RVAN KI MSEY: That's not serving the public
very rmuch

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

You're right.

CHAI RVAN KI MSEY:  But - -

COW TTEE MEMBER SHEN: Well no, it isn't. This
is not necessarily what we're trying to do with the
regul ati ons, other than provide -- obviously, provide those

excel l ent and anal ytical results.
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Tr ue.
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| thought that was -- we're not trying to serve the
public --
COW TTEE MEMBER SHEN. O her than --
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- let me wite that dowmn. You know, the one
di scretionary activity that we seemto be putting back is
t he approval breath instrunent operator training procedures.

So, as far as the notification and/or a website or
alist, I think it would be appropriate to, the Departnent,
to and we will do anyway we're asked, but to be able
menori al i ze our approval of if a |ab uses provided training
for a given instrunment.

CHAI RVAN KIMSEY: It just occurred to ne that
another way to look at this website, if it's going to
reflect public information that the Departnent has about an
entity which is already discoverable in public; there could
be a lot of information on the website, potentially.

| nmean, because obviously the website would be
reflecting public docunentation. And so, whatever we
coll ect or have know edge of, in an official capacity, is
public informtion.

MR. LYLE: Bruce in San Diego. So we, so the
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Department can go ahead and do a website now w t hout any
regul ations around it and just nmake public whatever they
make public anyway, public records.

And, yeah, from what Paul Sedgew ck says and Bob,
it sounds like we don't really need the website. Wat we
need to focus on witing right now are or deciding on, is
how. What the regul ation needs to say.

And if the regulation doesn't need to tal k about
what the Departnent is going to put on a website then we
shoul d just skip over that.

CHAI RVAN KI MSEY: Right and | that just sort of
rolls back to the idea of the notification of the Departnent
that you' re going to be doing business as a forensic al cohol
| abor at ory.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Which is what we, which is what the bullet is all about.
So | would agree with you Bruce that, right. W can do,
DPH, we can do whatever we want outside of regulation. And
all that we need to discuss here is the notification issue
which is the issue.

COW TTEE MEMBER SHEN:. All right, well.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

That was easy.

COW TTEE MEMBER SHEN: What kind of |anguage are

you antici pating?
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CHAI RVAN KI MSEY: So, this notification would it
be a one-tine only? | think we were agreeing that there
woul d be sone notification. |'mmaking that assunption. |
mean you can correct nme but |1'm going sonewhere with this.

So if there is a notification, is this a one-tine
only or is it annually or is it, |I mean, when you start
tal king about notification annually it does strike me |ike,
alittle nmore like the L word or the C word, |icensing and
certification type stuff.

But then if it's a one-tinme only and they're out
of business, how does that help us?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, you --

CHAI RVAN KI MSEY: Do you --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Excuse ne, this is Bob Haas again. | think this ties, in

and pl ease you guys junmp in and beat nme up on this if you
like, it ties into the staff changes, the training i ssue and
all of that.

What is noted, and again, and Paul hit the nail on
the head. Wsat is the essence of notification? Just we,
some corporation is going to or sone public |laboratory is
about to proceed and endeavor to this kind of testing -- but
does notification include things |ike personnel changes and

the training of those, of the staff menbers as well.
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|"mjust throwing that out as a, you know, red
herri ng maybe and would Iike to discuss that further.

COW TTEE MEMBER SHEN: This is Jennifer. And
Paul and | tal ked about this pretty extensively as well.

That we need to, and | think as far as
notification of a | aboratory, probably notifying one tine
that the laboratory is going down this road. And then
notifying if the |l aboratory stops, would be reasonabl e.

But | know that Paul and | discussed notificatio
to the Departnent of analysts that we were going to have
doi ng the al cohol, doing the al cohol work and whet her that
woul d be sending in the nanes and | think probably discuss
a meno generated by the laboratory indicating that this
person has this degree and the head person stated in this
trai ning and these conpetency tests et cetera and has been
find out by our departnent for al cohol analysis and sendin

that to the Departnment so that it has records of those
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anal ysts that are, in fact, providing that service. This is
sonet hing that we thought woul d be reasonabl e.

CHAI RVAN KI MSEY:  Yes, we did have that
di scussion. This is Paul in R chnond.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. Jennifer, | think it was probably

an oversight that you -- but one of the elenents was the

external proficiency testing.
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Right. Well, that's --
COW TTEE MEMBER SHEN:. Paul and | --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- as | understood fromJennifer fromlast tinme. | think
that that's, and from Kenton as well, that that's sort of
standard practice that new staff, after training, take an
external proficiency test and that would al so be part of
t heir personnel record.

COMW TTEE MEMBER SHEN: Correct. But | was not
gi ving you the absolute nost conplete |ist of things we
m ght put on that neno. |It's the notification of the
Departnment, to the Departnment that this person with this
training, these tests and this experience and this
educati onal background is now cleared by the | aboratory to
do testing.

CHAI RVAN KI MSEY: Well that's, you know, that's an
option. | lost ny train of thought. Oh, real quickly. 1Is
the Conmmttee may renenber those that have been around,
early on we tal ked about this issue. And, you know, we're
not going to be licensing, certification is |icensing,
smacks of |i censing.

|"mjust curious, and | don't nean to put M.
Canmpbel | on the spot but do you think that notification of

the Departnent that an entity is going to be doing al cohol
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analysis in the state, that notification is conpatible with

16237

M5. CAMPBELL: | think it is.

CHAI RVAN KI MSEY: Ckay. | nean, that's fine. W
can say --

MS. CAMPBELL: And | think there does have to
be --

CHAI RVAN KI MSEY:  Yeah --

MS. CAMPBELL: There does have to be sone kind of
notice to the Departnent that a lab is operating. So |
don't think it smacks of |icensing.

CHAI RVAN KI MSEY: Ckay. No, that makes sense.
just -- and we can obviously dwell on it sonme nore. But if
right off, if it didn't feel confortable to you then we
shoul dn't be, you know, talking about it.

|"msorry if | interrupted. There was discussion
on, you know, one time that we're going to do business and
then a tinme that we're not going to do business in the
st at e.

So we're sort of avoiding the, you know, annual or
periodic notification.

COW TTEE MEMBER SHEN: This is Jennifer. Bob's
point was that he felt, I think, that he felt that there
shoul d be sone notification of --

M5. BUTENKA: Change - -

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

56

COW TTEE MEMBER SHEN: -- abstain of the
training, et cetera. So ny thought on the neno that woul d
be provi ded when we got a new staff person up and ready to
go would, | guess sort of be included in that notification
process.

MR. LYLE: Right. That's, you're exactly right.

It just that it kind of, you know, we've been discussing
these four bullets as if they're not inter-related at all.
And, in fact, they, to ny mnd, they are.

And so, |ikew se, when staff retires or |eaves the
job, that sort of notification is probably useful as well.
Just in a bookkeepi ng sense for DPH

CHAI RVAN KI MSEY: |s there sone evidence that this
could be sort of a standardized formthat, you know, | don't
know.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. | mean, | think | can address that
guestion. There is a section in the current regul ations,
1217.2 which requires the |abs to submt, sonething called a
report of change. And there's a report of change form

MB. BUTENKA: Ri ght.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It used to tal k about changes of address --

COWM TTEE MEMBER WONG. It al ready exi sts.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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-- changes in personnel, additions of new nethods and
procedures and del etion of old nethods and procedures. So |
just certainly, we already have statutes, regulations to
cover that. And we have a formand so, the form now, |

t hi nk, should be incorporated into the regul ations.

| think that would be a good starting point to
di scuss this.

Let me go back to one other point though. Wen we
tal k about the, | shouldn't be picking at these things but,
when we tal k about a meno being issued by the | ab and you
kind of went through -- the bullet that we addressed under
the qualification of |aboratory personnel, bullet two and
which we're still addressing; was in response to the
Decenber 15th letter's concern about the renoval of DPH
authority to review, approve and test the qualifications of
per sons enpl oyed by a | aboratory.

So, if we put back an approval nechani smregarding
personnel if that's the goal, | nmean, nost responsive to the
bullet point; thenit's alittle nore than a neno fromthe
lab. 1'mnot sure you capture the interchange here, exactly
when you refer to a neno fromthe lab informng the
Department of the |ab's approval at sonme -- points of
unpl easantries down the road, we'll just have then now.

CHAI RVAN KIMSEY: [I'msorry Cay, that didn't cone

through. | didn't track what you were saying. | nean, |
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t hi nk under bull et nunber two that the Committee had made it
pretty clear that they didn't want the Departnment testing
the qualifications. That the | aboratories thensel ves wanted
to do that. |Is that what you're saying?

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
No. | think what, the decision was, the testing the
gual i fications involves several things.

It involves review of education and experience.
That's pretty straightforward. And we nade education | ess,
pretty sinple.

But a review of an external proficiency test and a
witten exam nation, to date the Commttee is, it hasn't
really wanted -- hasn't enbraced the witten exam nation
"Il go as far to say that they, | think, by submtting
those proficiency test results and all ow ng the Depart nent
to review, we'd be reviewing at |east the analytica
qgualifications of the nom nated individual.

CHAI RVAN KI MSEY: That's a statenent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
That' s nmy understandi ng of where we are going with bull et
t wo.

CHAI RVAN KI MSEY: Ckay. On bull et nunber four,
this notification we tal ked about it, you know, | nean |'m
sure, | guess | was still on bullet two, Cay, when you went

over to bullet -- | mean bullet four when you went over to
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bul | et two.

And we're going to have to take a break here in
about five mnutes | think.

Any ot her, any other issues around notification?
There seens to be a general acceptance. And when we talk
about, you know, getting sone |anguage reflecting our
t houghts today we can sort of throw that in there.

But, are there any objections to this notification
idea fromthe Conmttee?

MR. LYLE: Bruce in San Diego. No, | don't have
any objections to it. | like the initial notification and
then notifying that you're, that the lab is disbanding or
quitting the practice of forensic al cohol testing.

And then sone form of updates of who is, who are
t he anal ysts.

COW TTEE MEMBER SHEN: This is Jennifer.
agr ee.

CHAI RVAN KI MSEY:  Any ot her comments about bul | et
four?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Comment fromthe public. And again, besides who the
anal ysts are, so that you also include to the extent that we
have retai ned sone approval, oversight of breath testing,
what instrunents are being, the lab is offering training

for?
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CHAI RVAN KIMSEY: |I'msorry Cay. Maybe you need
to closer to a mcrophone. D d you want to include in the
notification that they' re doing breath al cohol anal ysis?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, to the extent that a lab is offering training of
operators performng breath al cohol analysis. And to the
extent that the Departnment will retain sonme role in
approvi ng that training.

COW TTEE MEMBER SHEN. We're on four --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
We're on four but we're tal king about the information that
woul d be included. | think Bob Haas was right on point.

We're tal king about the information, potentially
it's all related. W're tal king about the information that
woul d, logically would be included in the form

And Bruce nentioned qualification of personnel and
changes in personnel. | would submt that to the extent
that we're going to retain a role in the approval of breath
i nstrunment operator training procedures it would be
appropriate to let us know what instrunents they're going to
use.

CHAI RVAN KI MSEY: So you're recomrending that this
notification include the fact that the entity is going to do
breat h al cohol anal ysis.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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Well, the entity, first of all a laboratory, and | don't
want to get into the place entity issue right now, but that
the | aboratory doesn't necessarily do breath al cohol
anal ysis except for the fact that they train operators to
perform breath al cohol anal ysis but --

CHAI RVAN KI MSEY:  Ri ght .

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- an activity for which the Departnment nmay retain a role,
it would be appropriate to describe that activity or any
changes in that activity in these notification forms.

COW TTEE MEMBER SHEN: This is Jennifer. And
al though | agree, all of these bullet points are somewhat
i nt erchangeabl e, the bullet point that we' re tal king about
now specifically stresses requirenents provide the
Department with records of its activities including
notification of its intent to perform al cohol analysis.

Bul l et two tal ks about review ng and approvi ng
qualifications. So as far as bullet four goes |I would agree
with Bruce that we want to initially notify the Departnent
that we're doing the work.

| think it's reasonable to say we're doi ng bl ood
and/ or breath alcohol; notify the Departnment when we are no
| onger doing the work. And there should be sone sort of
regul ar updates in place as to what anal yst we have that

wor k.

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

62

CHAI RVAN KI MSEY:  Ckay.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah. This is Bob Haas again. | would just like to add
that beyond the analysis | think it's really inportant that
| abor at ory managenent al so be tracked, if you will, through
a notification process.

COW TTEE MEMBER SHEN: And what do you nean
exactly by that.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, I nmean |ike who's running the lab not just, | guess
what | hear analysts |I'mthinking about the bench chem sts
there or, you know, the breath instrunent operators.

But the managenent of the | aboratory, the
supervisors as well as the nanagers. You know, in other
words, the staff of the |aboratory fromtop to bottom

Not to the bottom bottom Not to the di shwashers
(laughter). 1 think you know what | nean.

And again, this all has to be specifically spelled
out, unfortunately or fortunately. But it does.

COWM TTEE MEMBER SHEN: And | assune that you want
that sort of information for comunicati on purposes.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly. For contact information. Exactly.

COW TTEE MEMBER SHEN: Now t hat nakes sense to
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Thank you.

CHAI RVAN KI MSEY: Any other comments fromthe
Commttee? It is 11:30. | would propose that we take a
bi o-break for 15 mnutes. And while we're on the break be
t hi nki ng about, | mean we obvi ously have, | nean, obviously
we'll take lunch if we need to.

But we have the afternoon. A couple of other
things. | think if there's nore about the bullets we want
to discuss, that's fine.

But | think we're to the point where we're going
to have to be tal king about getting sonme | anguage refl ecting
our discussions.

And how do we go about doing that. Because |
t hi nk our next step would be to be have | anguage sent out in
advance of a neeting and have a neeting, agree on the
| anguage, pull apart the | anguage and get sonme, you know,
agree on that | anguage.

And then we woul d be tal king about sending
anot her, a package to Agency whi ch woul d contain our
revisions that would trigger the 90 day review. | think
we're getting to that |evel of conpletion here.

So think about that on the break. And if | don't
here any objections we'll start back up at 11:45.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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Actually, let's be sure on the consensus. Because 11:45 if
we do break for lunch that will put us close to lunch. Is
it the sense that we're going to, we'd better wap this up
sonmehow bet ween 11:45 and, | don't know some, probably a
short period of time, and then, and not come back after
lunch? 1Is that what you sai d?

CHAI RVAN KI MSEY: That's an option if the
Commttee wants to. |I'mjust thinking that we could, we'll
have at |east 15 or 45 m nutes of discussion. W could
break for lunch at 12:30 or --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

kay.

CHAI RVAN KI MSEY: -- 1:00, it's up to the
commttee. But, so -- any other comments?

MR. LYLE: It sounds |like a good plan Paul.

CHAI RVAN KI MSEY: Ckay. Let's --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| like it too.

CHAI RVAN KI MSEY: -- we'll be back at 11:45.

Thank you all.

(A brief break was taken off the record)

CHAI RVAN KI MSEY: So, any brilliant ideas on how
to spend the rest of our day?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Yeah. | have a brilliant idea (laughter).
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CHAI RVAN KI MSEY: Well, let's hear fromthe
Comm ttee first.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Oh, I'msorry.

CHAI RVAN KI MSEY: That's okay. Anyone on the
Commttee that, we, turns out I'ma technol ogy --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| knew it.

CHAI RVAN KI MSEY: -- genius. Anyone on the
Comm ttee have sone ideas. Qbviously |I had tal ked about,
you know, we don't have | anguage in front of us.

| think, | personally think it may be difficult to
craft language in this environment w thout saying sonething
in black and white. At least it's harder for ne.

And so, anyhow, we need sone suggestions on how to
go about getting sone | anguage witten up, a tine framne.

You know, we do have if we want to go back and visit any
bul l ets, we do have this tinme fromnow until 3:00 set aside
for the Conmttee. Any suggestions --

COW TTEE MEMBER SHEN: This is Jennifer. | think
we should take a crack at, maybe not crafting the | anguage,
but since the | anguage will have to be crafted by soneone.
That person ought to have sone guidelines.

So maybe we could try to at |east craft the

el enents of the | anguage.
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CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER WONG | agr ee.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well actually, this is Bob Haas. That's exactly what | was
going to suggest. So it nust be that geniuses all think
al i ke (laughter).

COW TTEE MEMBER SHEN: |'ve never net anyone who
thinks I'ma geni us.

CHAI RVAN KI MSEY: And so, okay, we can spend sone
time with that. It |looks, then we're definitely -- what's
the group's feeling? Do we want to take an hour for |unch?

You know, basically starting and cone back at -- now, there
are sone restrictions, | think there were sonme issues about
getting back into the building in San D ego? O where you
have to go for lunch. What is the issue, what is the issue
t here?

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. | think we solved that problem

COW TTEE MEMBER WONG  Good.

CHAI RVAN KI MSEY: Well, good. So, if we were to
take an hour for lunch starting at noon, be back at one.

And we'll actually go through and see what we can do about
wor ki ng on the | anguage specifically for each of the four
bul | ets.

Maybe getting sonme paraneters, setting up
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paranmeters about what we really all think we have agreed to.

"1l go back and get some, you know, | have a copy
of the transcript here. And I know Jennifer had taken sone
notes too about sone |anguage. And | have a little bit.

So we can build on that this afternoon.

Also this afternoon | think we want to talk a
little bit, I nmentioned a little bit before the break about
sort of where the process may be going.

We're getting close enough to where we want to

have sone understandi ng of what the process will be with the
subm ssion of what, | guess, we're going to call the
revisions.

And, any other itenms or suggestions about the
af t ernoon?

MR LYLE: Well how about, this is Bruce in San
Diego. As an alternative, how about if we just work through
lunch and then -- it doesn't seemlike it's going to take
nore than an hour to --

CHAI RVAN KI MSEY: That's fine with ne. How does
the rest of the Conmttee feel?

COMWM TTEE MEMBER SHEN: 1'm good with that.

CHAI RVAN KI MSEY: Ckay. Any objections? Well
then, why don't we, |I'mnot hearing anybody scream ng or
fainting, why don't we start with bullet nunber one.

| know you had sone | anguage, Jennifer, you want
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to read that to us again?

COW TTEE MEMBER SHEN: Right. And | think | just
wote this down fromour |last nmeeting. | don't have any
real ownership over this.

Labs will report test results to CDPH who wil |l
eval uate these test results and may require witten
corrective actions of any lab that reported outside
acceptable limts.

Al right, and I think there's a nyriad of
problenms with that already.

CHAI RVAN KI MSEY: And | guess the purpose of what,
you know, we agreed to was to have CDPH, you know, back
involved in evaluating proficiency testings fromthe
| aboratories. And that was sort of the intent.

And this is where we were tal king earlier about
internal proficiency testing versus or individual
proficiency testing versus, you know, facility or |aboratory
proficiency tests.

COW TTEE MEMBER SHEN: Well to ne it seens |ike
the first thing we need to decide is if we want to
articul ate whether or not these are internal or external
tests.

If we're looking for elenents this is what we
m ght want to include in this |anguage. That m ght be our

first one.
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CHAI RVAN KI MSEY:  Ckay.

MR LYLE: This is Bruce. And it seens |ike what
we're after is external you reported out. Wong?

COW TTEE MEMBER SHEN: | woul d agree with that.

CHAI RVAN KI MSEY: Yeah. And these external tests,
actually -- | nean, do we want to say sonethi ng about who or
what sort of organization does, provides them | nean, or,
| nmean are these commercial or they --

MR LYLE: | think in the regulations -- already,
what we've already conme up with, have we defined what
external tests are?

COW TTEE MEMBER SHEN: | believe we have to have
an approved provider based on -- so, | guess so, we would
have to have an external proficiency test provided by an
approved proficiency, accredited -- obviously, there's too
many providers in there. But you have to have an approved
provider giving the | aboratories external tests that the
| aboratories then submt to the Departnent.

You have to have those elenments in there.

CHAI RVAN KI MSEY: Right. Any other information we
want in that?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well one comment, | nean, Jennifer is right. There are
several bridge points here that, several forks in the road.

Anot her woul d be whether the | abs submt the PT
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results or the providers submt the results, that's an
opti on.

Al so there would be an issue with regarding the
timng. |In other words, there is a schedule for these
proficiency tests with the |abs --

CHAI RVAN KI MSEY: | think you need to get closer
to mc again, Cay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, | -- issue nunber one is whether the lab will sinply
submt the results or whether they would direct their
provider to submt the results to the Departnent.

The ot her question, this question is answered but
assumng the lab, if we decide the |abs would be submtting
thensel ves is there sonme sort of timng requirement? 1In
other words, if they take a test in, CTS offers one early in
the year, February. To submt those results within sone
tinme frane?

| guess you'd want to avoid, not that anyone woul d
do this but you' d probably want to avoid a situation where a
| ab, they subscribe to several PT results and sinply, you
know, wait and see howits results conpared with others
because eventually the provider will provide a sunmary.

And then at the end of the year submts the ones
that they |ike best.

CHAI RVAN KI MSEY:  Well | think that the timng

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 »h W N R O

71

issue is resolved is if we have the provider provide the
Departnment the results; if the |aboratory authorizes the
provider to provide it to the Departnent then we don't have
to worry about tine frames or people cherry picking.

COWM TTEE MEMBER WONG. Wl | typically when you
have a proficiency test, there's a deadline date anyway that
you have to abide by. So, whether whatever external
proficiency test provider, they're going to say, you nust
provide results by x date. That's in stone.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
|"mnot sure that's germane because if the question here is,
when woul d the Department receive it, would the | abs be
required to submt those to the Departnent?

Clearly the provider, and again, if it's the
provi ders who provide the information to the Departnent then
it is taken care of. But, is that where we're going?

MR. LYLE: Bruce. Wll, the purpose of providing
it to the Departnent isn't so the Departnent can say, you're
right they were proficient or they weren't. | thought the
reason was for themto collect that data

So, if the proficiency tester, the external proof
provi der that is saying, yes, you did pass or no you didn't.

Just that, yes | did pass.
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

kay, well several points. Back to his point because it
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doesn't seemto be sinking in. Under the rules that
ASCLD/ LAB manuf acturing practices that ASCLD/ LAB set up, the
provider is not permtted to evaluate the results.

Also | think this whole issue is responsive to the
first bullet obviously. And the concern expressed in the
12/ 15 letter that the regul ati ons were renovi ng CDPH
eval uations of a laboratory's perfornmance on proficiency
tests.

| think evaluation | would interpret that and I
t hought that's where we're going, would be would include a
eval uati on of the data and a determ nation of whether the
data reflects the nethod is neeting the standard perfornmance
requirenents in the regul ati ons.

CHAI RVAN KI MSEY:  Yeah, so | think there's two
roads here. One is that the Departnment does the eval uation
and determ nes whether a | aboratory has passed, an external
provi der, proficiency testing provider or the Departnent is,
has, is the repository of information where the |aboratory
can point to an external, having passed an external
proficiency test.

I n other words, you know, cherry picking would be
al l oned but at sonme point sonmewhere you did pass proficiency
testing versus sending or having information provided to the
Department that the Departnent woul d eval uate and then agree

or tell the | aboratories that they had passed.
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s that sort of the dichotomy that |'m hearing?

COW TTEE MEMBER SHEN: This is Jennifer. Here
is, what do you think about |anguage that the |aboratories
will submt results of external proficiency tests froman
approved provider to the Departnment on yearly basis?

CHAI RVAN KI MSEY: And so that woul d take the
Department out of evaluating. They would --

COW TTEE MEMBER SHEN: Wl | the Departnent --

CHAI RVAN KI MSEY: -- they --

COW TTEE MEMBER SHEN: -- is welcone to eval uate
the results as they get them But the thing is that the
external providers provide the information fromwhich any
ki nd of evaluation takes pl ace.

Currently, what happens is that information cones
back to the | aboratories and they, with the information
provided it's clear the quality assurance neasure can
clearly see whether or not our results follow then
acceptable limts.

And Clay is right that external providers don't
tell us if we passed or not. They just provide us all the
information and it's up to our own, our own quality
assurance standards as to whether or not we canme into
conpl i ance.

And what's happening currently is they are now

forwardi ng those results, | believe, on a yearly basis to
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t he Depart nent.

So this is the process that is in place right now.

It seens to be working. Once that information gets to the

Departnment an additional review is done. That is certainly
an option.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And | woul d suggest that it's the option that is inplied in
the bullet, in the word, evaluate, is in the bullet.

CHAI RVAN KI MSEY: Well then | woul d agree that
Jenni fer's | anguage seens to cover that.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Well, it doesn't directly address the issue of cherry
picking. "Il --

COW TTEE MEMBER SHEN: | guess, | whatever, we
don't really get to do that. | nean we send out our

proficiency tests, they conme back and if we, we have not
conme into conpliance on one of those proficiency tests have
all sorts of answers to do for that. W don't get to just
pretend |like we never did it.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, but I'mnot sure you have any answering under the plan
you proposed. | nean, unless you submt it you m ght not
have any answering to do to the Departnent.

COW TTEE MEMBER SHEN:. Well --

MR. LYLE: -- the answering in court --
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COWM TTEE MEMBER SHEN: -- and to our accrediting
body - -

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think the issue here is, when we're tal king about the
i ssue here is responding to this bullet. And the intent, |
believe, of the bullet is to retrieve sone departnental
oversight in the formof evaluation of a | aboratory PT.

COW TTEE MEMBER SHEN: Well and | do believe that
if present those proficiency tests, the | aboratories submt
them you' Il have the opportunity to do that eval uation

In my mnd this is all the, | nean, again, we have
to test, our |aboratory, every single analyst --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Uh- hnrm

COW TTEE MEMBER SHEN:. -- where nuch earlier it
was, you know, that m ght be burdensone and let's just have,
you know, -- person are testing, you just have one person
put forward those results to the Departnent.

It's not really all that different in my m nd.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| thought | made the point that ASCLD/ LAB is absolutely
disinterested in seeing the, seeing the individual analysts
PT results.

Per haps every five years they' Il return and

perhaps | ook at an audit. So, | think we're talking about
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t he performance that | abs you submt to, that you would
direct either to -- lab PRCs. | would think that the clean
way to do it is sinply ask ASCLD/ LAB providers to just al so
submit these results to the Departnent.

COW TTEE MEMBER WONG. Cl ay, could you say that
agai n.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think the clean way to avoid the issues of, | don't think
it's cherry picking but to a sinple, straightforward way
woul d be to whatever results you selected to be submtted to
ASCLD/ LAB in this case, you would direct those results to be
submtted, also submtted to the Departnent.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| thought, this is Bob Haas. | thought that was al ready
agreed upon before we took the break.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It was a rough break.

COW TTEE MEMBER SHEN: What we agreed upon is
that the proficiency tests results need to be forwarded to
t he Depart nent.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Right. That, and that would be done at the sane tine that
you're submtting themto the provider, to the test
provider. Correct?

COW TTEE MEMBER SHEN: No. | don't think that
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we're tal king about that. | think what Clay is saying is
that we would provide, that he would |like to see us, but |
believe he would like to see us do is that we provide our
results, we take the test and the results are forwarded to
the providers; they do whatever they do with it and send
that information out to the Departnent, first to the

| aboratory, to the laboratory to forward to the Departnent.

What ' s happening now is we get the, quote/unquote
results back and this is what you got and this is what
everybody el se got. And what we're doing nowis we are
forwarding that to the Departnent for, | don't know if you
eval uate or just store data at this point.

So, that again, that process is in place right
now. Wat Clay would like to see is that the results don't
come back to the laboratory, they go directly to the
Depart nment .

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Yeah then, | m sunderstood what we were discussing this
nor ni ng.

CHAI RVAN KI MSEY: | didn't understand that it was
one or the other. | thought that when the proficiency

testing provider provided the | aboratories with their
results they would al so be providing the Departnent with
their results.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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| think that's correct. And at the sanme tinme they provide,
in this case, ASCLD/LAB PRC with the results. Al one
seanl ess process.

CHAI RVAN KIMSEY: So | don't know if there is
anyt hing new here. But it sounds |ike when the lab orders a
proficiency test they tell the proficiency testing provider
that they want the results and they al so want a copy of the
results to go to the Departnent. That seened to be the
cl eanest -- I'mgetting one --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well, Kenton is saying, okay, | think.

CHAI RVAN KI MSEY: At | east he's not --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- why don't you say sonething?

COMWM TTEE MEMBER WONG. | thought that's what
we' re tal king about.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- | thought that, yeah, ne too. That's what | understood
this nmorning' s discussion was all about.

COWM TTEE MEMBER SHEN: That is just not what is
happeni ng currently. Wat is happening currently is the
| aboratories are providing our results to the Departnment on
a yearly basis.

So, if we don't want to do that any |onger and we

want to switch it we would, that is sonmething we'd have to
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change. And | don't really care one way or the other.

But that's, that is what is happening nowis the
| aboratories are seeing those results back and the
| aboratories forward that stuff to the Departnent.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well, in addition what's happening now is the Departnent
al so prepares its own proficiency tests sanples to send out.
So that --

COW TTEE MEMBER SHEN: Correct.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- if that's going to go away | think, and Cay correct ne
if I"'mwong, | think what we would like to see is those
external proficiency test results cone directly to the
Department as they go back to you

And that's what | thought we were, what this
nor ni ng di scussi on was about. Cay, is that correct? Aml
m ssi ng sonet hi ng here?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No, that's correct. | agree.

COW TTEE MEMBER WONG  So, what are we arguing
about ?

CHAI RVAN KI MSEY: So, | nean, is there, as Bob
j ust described does anyone on the Comrittee have a probl em
with that even though it's something we're not doing

currently, as was pointed out.
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That basically we're going to craft some | anguage
that woul d have the | aboratories tell the proficiency
testing, approved proficiency testing providers to provide
the results to the Departnment at the sane tinme they provide
the results back to the | aboratory.

COW TTEE MEMBER SHEN: | do believe that sone
checki ng shoul d be done on that to make sure that that is
sonet hi ng we can do.

Just because --

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: -- we order it to be so
doesn't nean --

CHAI RVAN KI MSEY:  Sure --

COW TTEE MEMBER SHEN: -- it will --
CHAI RVAN KI MSEY:  -- sure --
COW TTEE MEMBER SHEN: -- be that easy. So |

think we need to check with the CTS and others to nake sure
that that's not an issue. | don't think it will be but we
shoul d at |east check with them

CHAI RVAN KI MSEY:  Yeah, we can check with that.
Any, | do sort of, we obviously don't have specific |anguage
in front of us. But we certainly have the paraneters set.

s there any nore of the discussion about the
parameters on bull et nunber one?

COW TTEE MEMBER SHEN: Could we, if we outlined
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the fact that it has to be an approved provider, an external
test and the results have to be provided to the Departnent
on a yearly basis, | think we're nostly there.

| think where we, we haven't really outlined
whet her, how nmany tests need to be forwarded to the
Departnment on a yearly basis.

| mean, because the |aboratories will continue,
woul d i magi ne by and large testing all of their analysts.
And | think the way we do it is we get in two batches of
tests a year.

CHAI RVAN KI MSEY: And is there, let's see, |
guess, | had a thought that, well, how about just all the
proficiency tests that are done. | nean, is that too nuch
for the Departnment? O is that too nmuch data or not
hel pful ?

| nean, rather than sort of say, | guess, we could
say, one proficiency test a year or two or -- what is the
current requirenent?

COMWM TTEE MEMBER SHEN: Well ultimately as for
proficiency sake it's going to be easier if we have buy in
fromthe approved providers to send information directly to
the Departnent. |It's going to be easier, probably, to have
t hem send whatever gets sent to them

CHAI RVAN KI MSEY:  Ri ght .

COMWM TTEE MEMBER SHEN: |I'mtrying to figure out
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whi ch ones you do and do not.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
And that woul d include whenever that's done. For instance

COW TTEE MEMBER SHEN:. Whenever it's done.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- yeah, whenever you hire new staff, train new staff and
they take the external proficiency test, that would also --
yeah, whenever it's done.

COW TTEE MEMBER SHEN: So then it conmes down to
whet her or not, if there should be any regulation on as to
how many t he Departnent needs to receive on a yearly basis.

Because it could, | nean we're currently, you
know, currently again, | believe we're sending two results a
year into our CPS proficiency tests. That we are testing
each anal yst.

There's going to be no requirenent it doesn't seem
i ke that each anal yst has to have an external proficiency
for the Departnment's desires, then is one a year enough for
the Departnent? Three a year?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Wll, I'mfrankly, this is Bob Haas again. [|I'munfamliar
with -- Kenton would you, how many tests a year, external
proficiency tests does you | ab do?

COW TTEE MEMBER WONG: Well we have different
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providers. W have like two or three different proficiency
tests --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Ri ght, but |ike CAP --

COMWM TTEE MEMBER WONG  -- but | think currently,
| think currently all we send is the one fromour |lab to you
people, to the Departnent.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

And not the others.
COW TTEE MEMBER WONG.  No.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well, Cday, | would think that we would want to eval uat e,

get and evaluate all of them since we're not doing our own
proficiency testing.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| agree. To correct Kenton. W also receive, we receive
the lab's results fromthe external providers -- they've
been good about submitting them So we get both of those.

You know, currently we're |ooking at at |east two
testing events a year. W have our PT which would be phased
out and we have the external providers.

So, and the CTS only provides two tests a year.

So we're not tal king ten.
CAPS provi des three.

So | think the sinple | anguage which was to just
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sinply submt a lab's performances in all forensic al cohol
proficiency tests.

COW TTEE MEMBER WONG  Yeah, | would concur with
t hat .

CHAI RVAN KI MSEY: What's the feeling fromthe
Commi ttee?

COW TTEE MEMBER WONG | think that's the easiest
and the cleanest way to do it because if you just, if it's
al ways set in notion so that the proficiency test provider
knows that they always have to forward the results to the
Department then that always gets done. Instead of, well
sonetimes we all want this one but sonetinmes we want that
one. |It's just going to be too confusing.

So just make it all, you know, all across the
boar d.

COW TTEE MEMBER SHEN: This is Jennifer. And |
don't have any problemw th that except for the fact that |
just want to nake sure that if a |aboratory has five
enpl oyees, let's say, and they send in one test a year, that
is fine.

There is no expectation that there would be at
| east x anobunt of proficiency tests, external proficiency
tests a year for a departnent.

COW TTEE MEMBER WONG Right. And we can say

that in the wording. W can say, at |east one external
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proficiency test per anal yst per year.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| just thought of --

COW TTEE MEMBER SHEN:. That's an el enent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
There's no paraneters.

COW TTEE MEMBER SHEN: | understand that. |It's
possi bl e that a departnment could only send out the results
for one --

MR LYLE: A |ab.

COW TTEE MEMBER SHEN: -- one |ab, for, excuse
me, for a laboratory to only send in one external
proficiency test.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
That woul d only be possible if they only subscribed to one,
external proficiency.

If we wite the |anguage that says, whatever you
subscribe to send us the results. |If you only subscribe to
one that's correct --

COW TTEE MEMBER SHEN: That works for nme. | just
want to put in at least one. | think that's an el enent we
want to have in there then.

COW TTEE MEMBER WONG  Fi ne.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, | don't think that's going to really fly when the reg
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witing starts because all the | abs do proficiency tests.
So, | like Kenton's suggestion better that they
just, all of them go, and that will be in fact, at |east
one. And because the providers provide either two or three.
It"1l be two or three.
COW TTEE MEMBER SHEN: If the | aboratory --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

COWM TTEE MEMBER SHEN: -- chooses to take part in
two or three. That's ny only point.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well the thing is --
COW TTEE MEMBER SHEN: -- we can't do anything --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- if the --

COW TTEE MEMBER SHEN: -- for our |aboratory,
we're going to do the sane anobunt we've always done. So
there is a possibility that a | aboratory woul d choose to
participate in only external proficiency test a year, |
t hi nk.

And if that's fine then that's fine. W don't
have to put anything in the language. |If it isn't going to
be fine, if you are grow to expect two or three or nore
external proficiency tests --

COMW TTEE MEMBER WONG  No.

EHLERT BUSI NESS GROUP

(916) 851-5976




© 00 N o o b~ w N P

N NN N NN R PR R R R R R R R
O N W N kB O © 0 N o o0 »h W N R O

87

COMWM TTEE MEMBER SHEN: -- a year froma
| aboratory, if it's not spelled out in the regul ations we
can't ask the | aboratories to do nore than at |east once.
COW TTEE MEMBER WONG  Agr eed.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
kay. | agree too. So how about this as just to throw
out, is that external proficiency test results shall be
forwarded to CDOPH and that this will be a m ninum of one per
year. Sonething |ike that?
COW TTEE MEMBER SHEN: That sounds good to ne.
"mwiting that down.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
kay.
ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
And that's --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Renenber that's fromthe public not fromthe Commttee.

COW TTEE MEMBER SHEN. Well, -- shall be
forwarded, well, provided -- we are not going to wite the
| anguage -- until we check with our proficiency test

provi ders.
CHAI RVAN KI MSEY:  Ri ght .
COW TTEE MEMBER SHEN: We're | ooking --
COW TTEE MEMBER WONG  Ri ght.
COW TTEE MEMBER SHEN. -- at -- least 20 years --
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Ri ght.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Clay, are you aware of other states that have this sort of
mechani sm Because the providers are national. So if
they're providing it to other state departnents then
presumably the problemthat Jennifer nmentions is not going
to occur.

COW TTEE MEMBER SHEN: And | have no expectations
that will be a problem

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah, | don't either.

COWM TTEE MEMBER SHEN: We've got to let them
know.

CHAI RVAN KI MSEY:  Sur e.

COW TTEE MEMBER SHEN:. Anything --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah, they may want nore noney.

COW TTEE MEMBER SHEN:  Uh- hmm

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Gving I-Pads to the workers so | --

COWM TTEE MEMBER SHEN:. Federal grant noney
(laughter).

CHAI RVAN KI MSEY: Any ot her comments on bul l et one

(no response)? Before we go on to bullet two, we obviously
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have our transcript but how do we anticipate getting sone
| anguage to revi ew?

| nmean, obviously we've tal ked about, you know,
various sentence structures here on bullet one but, do we
have vol unteers or are we going to assign this? Are we
going to have a subconmttee?

What's, who's going to actually bang out the

actual |anguage that will be sent around?
COW TTEE MEMBER WONG This is Kenton. | don't
even think the language is that inportant. | nmean, we can

set down a bare bones structure in |anguage that we think is
acceptable. But | think by the tine it gets to the people
that really wite the regs, | think it's all going to be
rewitten despite what we think anyway.

So, | think that the spirit and content and
rational e of what we're doing and why we're doing it is nore
i nportant than the actual verbiage. Yes.

CHAI RVAN KI MSEY: | would agree. But who's going
to, | nean, how do we -- who's going to be responsible for
comng up with the verbiage or the |l anguage? | nean, |
understand that there' Il be sonme specifics about, you know,
17025 and APA, ADA or whatever, APA conpliance and that sort
of thing that we'll have to maybe interact with in the
future.

But, is this sonething we're going to want the
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Departnment to do to cone up with the | anguage, suggested
| anguage? O are we going to have volunteers per bullet?
O are we going to have a subcomm ttee? Wat's the --

MR LYLE: Bruce. [|'ll do the --

COW TTEE MEMBER WONG  Thanks Bruce.

CHAI RVAN KI MSEY: Bruce, you're going to do bull et
one?

MR LYLE: Sure.

CHAI RVAN KI MSEY: Great. A volunteer. So, noving
on to bullet two. CDPH authority to review, approve and
test the qualifications of persons enployed by a | aboratory.

COWM TTEE MEMBER SHEN: W need to go to a
different bullet (laughter).

CHAI RVAN KI MSEY: When it's nore fresh in our

m nds?

COW TTEE MEMBER SHEN. Well | think, | mean,
t hi nk, yeah --

COWM TTEE MEMBER WONG.  You bul | et pi cker
(laughter).

CHAI RVAN KI MSEY:  Wel |, bullet nunmber four should
be fresh in our mnds. Requirenents for a |laboratory to
provide CDPH with records of its activities under the
regul ations including notification of a | aboratory, of its
intent to performforensic al cohol analysis.

And there | believe we were thinking that, if you

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

91

| ooked at Article 4 and sort of put it back in the package,
that that, and | don't have Article 4 in front of ne --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

You will in a mnute.
CHAl RMAN KI MSEY: -- great.
COMWM TTEE MEMBER WONG. It pretty nmuch al ready
exists in regs already.
CHAI RVAN KI MSEY:  Ckay.
COW TTEE MEMBER WONG. SO - -
CHAI RVAN KI MSEY:  So - -
COW TTEE MEMBER WONG -- there's the change in
forms and change in address and change in personnel and al
t hose things kind of already exist already.
CHAI RVAN KI MSEY: Ckay. So, do we feel
confortable at |east |ooking, at putting back in Article 4
and reviewing it for bullet nunber four?
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Vell --

COW TTEE MEMBER SHEN:. Well ah, yes.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah --

CHAI RVAN KI MSEY:  Ckay.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- inthe draft that |I have in front of ne, this is Bob

Haas again. Article 4 was conpletely struck.
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So --

COW TTEE MEMBER SHEN:. Ri ght.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- so this will just need to be reinstated and then --

CHAI RVAN KI MSEY: And then revi ewed.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- and then revi ened.

COW TTEE MEMBER SHEN: This is Jennifer. | do
not agree with that.

CHAI RVAN KI MSEY:  Ch, okay.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
kay. So tell us what you like --

COW TTEE MEMBER SHEN:. Well --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

-- and don't |ike.

COW TTEE MEMBER SHEN: -- you know, we tal ked
about adding one line back in as | recall. And just a
second | got to -- pull out, we wanted to nake sure that the

Department had access to records.

But, I"mlooking at Article 4 and Article 4 to ne
is training prograns. Unless |I'mlooking at sonething
wrong, here's it's training program approval.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Again, it's Clay Larson --

COW TTEE MEMBER SHEN: Am | | ooking at the wong
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t hi ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
You're | ooking at the exact right thing.

COW TTEE MEMBER SHEN:. Ckay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
-- the issue here is the approval of the training prograns
used to train operators of breath instrunents.

CHAI RVAN KI MSEY: | thought we were on --

COW TTEE MEMBER SHEN: We're on bullet four,
aren't we?

CHAI RVAN KI MSEY: -- bullet four.

COW TTEE MEMBER SHEN: Yes.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay, |'msorry.

COW TTEE MEMBER SHEN:. So as far bullet four --

CHAI RVAN KI MSEY: Records --

COW TTEE MEMBER SHEN: -- Article 4 back in,
per haps - -

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah. No, no. Forget what | said. It's, you're
absolutely right. [It's the training. It's bullet two.

CHAI RVAN KI MSEY:  Ckay.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Whi ch we're not tal king about.

CHAl RVMAN KI MSEY: On bullet four then, the
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requi renents for a |laboratory to provide CDPH with records
of its activities under the regul ations including
notification of a |aboratory of its intent to perform

And we agreed on the notification.

Are they -- what else do we want to say about that
bul | et ?

COW TTEE MEMBER SHEN: W had tal ked about
putting in, and I, personally, |I'mover -- here, we had
tal ked about putting in one extra line that, we -- put in

one extra line saying that the records were available to the
Department for review

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
That's under Section 1222. 2.

COW TTEE MEMBER SHEN: Is that the |ine we put

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Cl ay, repeat that please.

CHAI RVAN KI MSEY: 1222 --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It's under Section 12, twenty, one, two, two, two -- three
twos. It currently reads, forensic al cohol |aboratories
shall maintain records which clearly represent their
activities which are covered by these regul ati ons.

And then the next sentence which was previously

struck, such records shall be available for inspection to

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 »h W N R O

95

t he Departnent on request.

COW TTEE MEMBER SHEN: Yes.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
And the decision was to restore that. That didn't take care
of the notification issue but that took care of the
avai lable, it partially took care of, | believe, partially
took care of the availability of records issue.

COW TTEE MEMBER SHEN: Right. And that's what we
had tal ked about for bullet four the last tine. |Is that we
all agreed to put that sentence back in.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: And that neans our records
are avail able for inspection which they were anyway.

COW TTEE MEMBER WONG  Yeah. Right.

COW TTEE MEMBER SHEN: So, you're right. That
doesn't take care of the --

CHAI RMAN KI MSEY: Noti fication. Do we have a

volunteer. | think we've tal ked about notification enough.
| s sonebody willing to craft sonme | anguage?
COW TTEE MEMBER SHEN: Yeah. |'d be willing to

do that. But |I think we need to |lay out those elenents a
little bit nore.

CHAI RVAN KI MSEY: Ckay. As | renenber it, we were
tal ki ng about notification to performforensic al cohol

analysis in the state. | guess we would need, they would
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have to provide an address and a name and a contact person.
Whet her or not, | think we also tal ked about
whet her or not they were doing breath instrunent operator
trai ni ng.
COW TTEE MEMBER SHEN: | don't think we want to
add that in here.
CHAI RVAN KI MSEY:  Ckay.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
It looks like it would be another article?
COW TTEE MEMBER SHEN: Yes.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yes?
COW TTEE MEMBER SHEN: Well, that's what -- yeah
That's why | think we solved sonme of our problenms witing
in that sentence. But | do believe this delete requires
anot her paragraph or sonet hing.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Vell it doesn't seemto fall under, records, which is
Article 8. So, | would think that it would be --
COW TTEE MEMBER SHEN: This might be a --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- adifferent article.
COW TTEE MEMBER SHEN: -- sure.
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Article 4 is training --
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
What's that C ay?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
There was a suggestion here that maybe Article 4 woul d be
appropriate. But Article 4 is titled, Training, and | don't
think that would be an appropriate section.

CHAI RVAN KI MSEY: It may need --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Vell 1 --

CHAI RVAN KIMSEY: -- it may need to be its own
section or, own article.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah. | think so. Because, at least from |'mkind of
t humbi ng through it now and I don't see an --

COW TTEE MEMBER SHEN:. | don't --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- appropriate place to put it.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think previously it was in Article 3 which was call ed,
i censing procedures, the nane has to be changed.

But there is a section, there's a couple of
sections under Article 3, maybe nost pertinent is 1217. 2.
It tal ks about application forns.

So basically, if it was rewitten to cover this,

it would require labs to, I think, capturing the sane
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| anguage using forns furni shed by the Departnent. They
woul d specify the informati on which was contai ned on the
form

The | aboratory would notify the Department of its
intent to performforensic al cohol analysis. And we would

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah. Cay, you're absolutely right. It just requires
deleting the references to licensing, a | ot of deleting.
But that would be an appropriate, it seenms an appropriate
place to insert it.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

The "l ot of deleting” coment got a | ot of head shaking

here.

COW TTEE MEMBER SHEN:. Well, we --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well it could also go into Article 2 for that matter.
don't see, | don't know, | nean, |I'mnot a regulator witer,

regulation witer, but in the requirenments for forensic
al cohol | aboratories just having a requirenent to notify the
Depart nment .
CHAI RVAN KI MSEY: | nean, where it goes nay be
beyond our capability, but --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Ri ght .
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CHAI RVAN KI MSEY: -- what it says --

COW TTEE MEMBER SHEN. Well we --

CHAI RVAN KI MSEY: -- is probably what we shoul d
concentrate on.

COW TTEE MEMBER SHEN: Yeah. And we shoul d
attenpt to figure out where we want to stick it actually. |
actually agree that Article 2 would be a good place to put
it.

W went to a lot of effort to delete Articles 3
and 4. So I'mkind of hesitant to just throw them back in
there again (laughter).

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| hear you.

COW TTEE MEMBER SHEN: Article 2, | nean, that
certainly could be a requirenent under, you know -- even the
first one, authorization requirenent, you can call that
sonmet hing conpletely different but we could put in the
verbiage right there, 1215 (a) which currently does not
exi st.

Call it, notification requirenents, for instance.

CHAI RVAN KI MSEY: Right. And so, what do we want
the Departnent to be notified of?

COW TTEE MEMBER SHEN: Well, | think we all agree
that we want to be, that we should notify the Departnent

that we are actually doing al cohol analysis.
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CHAI RVAN KI MSEY:  Ri ght .
ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
-- as analysis --
COW TTEE MEMBER SHEN: Bl ood al cohol -- And |
think we tal ked about the fact that | think it's appropriate
to notify the Departnment when we are no | onger doing al cohol
anal ysi s.
MS. BUTENKA: |'ve never seen it before.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Jenni fer, you said, basically, in 1216 (a)?

COW TTEE MEMBER SHEN: Yes.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Yeah. | like that too.

COW TTEE MEMBER SHEN. So we'll call it,
notification requirenents and we'll notify the Departnent.
Do we want to put in there that we have to -- do we want to
put in there that we notify the Departnent of A B and C or
do we want to put in there that we notify the Departnent
usi ng a Departnent-specified fornf

CHAI RVAN KI MSEY: Well, the formcould contain A,
B and C or whatever. | nean, | nean, obviously, | guess we
woul d need a name and address and a contact or -- what are
we, what does the Departnent need?

COW TTEE MEMBER SHEN: Nane, address and cont act

person - -
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think you' d also have a |ist of personnel and | believe
you' d have ski pped over it, but, regarding the approval of
breath instrument operator training prograns. | think that
if that's an activity the Departnment is still going to
exerci se sonme approval ; have a listing of lab's proposed --
breath instrument al cohol operator training program

COW TTEE MEMBER SHEN: This is Jennifer. |, you
know, | think that we're, that's something we're going to
have to discuss. But | think for this particular el enent
we're | ooking at this notification.

So it may be that we want to notify here that
we're, that a laboratory is -- fluid and breath anal ysis.
don't know.

But, | think to try to get the forensic, the
operator training manual on this portion is not, not going
to fit properly.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
You're not going to --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

This is Bob Haas. | agree with you Jennifer. | think that
we have an entire article here on training of personnel that
that's woul d be appropriate place for the breath instrunent
oper at or .

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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| think if the Departnment is going to retain a role in
approving breath instrunent operator training they' re going
to have to know whi ch, what | abs are perform ng breath
i nstrument operator training.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well yeah. You're right. Absolutely, Cay. And I think

in ternms of notification that, yes, the Departnment should be
notified of |aboratories doing breath instrunent anal ysis.

CHAI RVAN KIMSEY: Is it just the two --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

But, but --
CHAI RVAN KI MSEY: -- categories then --
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
-- the training portion of that belongs in its own article
in the training.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| agree. But we're tal king about the notification
requirenents and | think --

CHAI RVAN KI MSEY: Either that, or we assune that
everyone is doing that's doing forensic al cohol analysis is
doing breath. Either that --

MS. BUTENKA: Can we assune it?

CHAI RVAN KI MSEY: -- or we say it's fluid or
breath or fluid, breath and whatever.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
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I's that indeed the case? | don't know the answer.

MS. BUTENKA: No it's not.

COW TTEE MEMBER SHEN: | think it's reasonable to
notify the Departnment that we will be, the types of anal yses
that we are doing as far as, very basically, fluid analysis,
breath anal ysis or sonme other things?

Ti ssue anal ysis or what?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

But, don't sone jurisdictions do just fluid and contract
out? O do just breath and contract out the bl ood anal ysis?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
There's not nmuch activity in the coroner's lab to do breath
anal ysis (laughter).

COW TTEE MEMBER WONG  Hee, ha, ha.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Wel |, yeah, yeah, there are |abs --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Is that the coroner's breath they' re analyzing (laughter)?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Yeah, right. There are labs that -- let ne just, correct
Jennifer, labs -- or at l|least, ny understanding, |abs don't
do breath al cohol analysis.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

He's right.
CHAI RVAN KI MSEY: It's just training.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
They provide training. So | don't think you' re just, |
think in reference to themdoing fluid and breath anal ysis
woul d be under the clarity issues because then they never do
breat h anal ysi s.

So, they do do training. And | think that would
be by notification of their intent to do training if this is
a newlab. O a change in that training if this is an
exi sting | ab.

It would include, | think, the nane of the
instrunment, that is about all you'd need.

COW TTEE MEMBER SHEN: The | aboratories, well you
know, we're talking a ot of semantics here but the
| aboratories that provide a course for breath prograns,
training -- all in the breath program

So, | think it's inportant to note that a
| aboratory will be supporting a breath programas well as
providing a fluid program

So you can, you know, parse those words any way
you want. | think you know where I'mgoing with that.

But | think for this particular elenent that's all
we need, -- the laboratory is doing the work or the back of
the | aboratory it stops, the nanme, the address, the contact
person and what type of analyses will be -- by that

depart nment.
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ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Well, the labs that currently are providing training in
instrunment A decides to switch to instrument B, how woul d
t he Departnent be infornmed of that?

COWM TTEE MEMBER SHEN: | don't know. Currently,
they're not being infornmed of it.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No, currently they're required to subnmt reports of change.

And | believe they're following the regulations, in the |aw
they are required.

| think for scofflaw |abs, but if the |abs are
following the aw -- yeah they are.

COWM TTEE MEMBER SHEN: Are you tal king about
changing to a conpletely different type of anal yses or just
an instrunent, |like a new breath instrunent.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
A new breath instrunment. They'll do training on it. Any
change in the training --

COW TTEE MEMBER SHEN: A new type of breath. So
if you have a 50 of one type of instrunent and you get a
51st, that's not what you're tal king about.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

COW TTEE MEMBER SHEN. Okay. Again, | don't know

that this is the place to house, go into a | ot of detail
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ot her than the fact that the Departnment needs to be notified
that an al cohol, that a laboratory is providing this type of
anal yses.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think it would be inconplete without a statenment of what
i nstrunment they were providing training for.

You don't have to have an inventory of the nunber
of instruments. They don't have to informthe Departnent if
they went from50 to 51.

But if they went from-- changed the training in
any substantive way or they changed instrunments --

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Clay, this is Bob. | have a suggestion. Wy don't you
draft the notification | anguage and submt it to the
Comm ttee for conment.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
kay.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

| s that acceptabl e?

CHAI RVAN KI MSEY:  Well, | think Jennifer had
menti oned she would be willing to wite it. | nean, whoever
wites it | think needs to understand sort of the parameters
that we're agreeing on.

And we haven't quite gotten to agreenment yet with

regards to what's going to be in the notification.
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And the issue seens to be about, you know, breath,
| nmean we think agreed to include breath al cohol analysis.
| think Clay would |ike to have the instrunment descri bed.

Is that correct Cay?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

Yes, listed. | don't know describing it. But, listed, yes.

| nean, it's got to be an instrunent that's on the
conform ng products list; enough information to identify
that. And then follow up with the details of the training
woul d be a separate subm ssion but basically the instrunment
used.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Jenni fer, do you have a comrent ?

COWM TTEE MEMBER SHEN: Now, so we're | ooking at
notifying that a departnment is providing the work but the
contact person, an address, a list of persons involved in
t he anal ysis, what kind of analyses we'll be providing or
supporting and what instrunments will be bei ng used.

CHAI RVAN KI MSEY: Comments on that list?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| actually don't anticipate we'll be getting instrunments for
fluid anal ysis.

CHAI RVAN KI MSEY: Well, the bullet nentions
forensi c al cohol anal ysis.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
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Whi ch woul d i ncl ude breath anal ysis.

COMWM TTEE MEMBER SHEN: Only a list of the breath
i nstrunents?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Is that what I'm that sounds |ike what |I'm hearing from
Clay. |Is that correct?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
Well, | mean, you certainly have approval authority. So
we'll currently -- put back to authority for breath
i nstrument operator training.

We have apparently decided we don't want to give
t he Departnent any approval authority over nethods, over
the training of forensic al cohol anal ysts.

| f you decide to do that then the instrunments used
beconme nore germane but |I'm just thinking of these areas
we're putting back here.

And one of the areas we're putting back is
approval of training procedures. So, training procedures
are related to specific breath instrunents.

COW TTEE MEMBER SHEN: This is Jennifer. |, is
there anywhere in here that, since you all know this section
better than |, that discusses the fact that you must use
instrunments that are on the approved, conformng |ist?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

There is currently and I woul d argue that the revisions
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provi ded by the Conmittee don't really state that any
| onger.

But in the current regulations there is.

COW TTEE MEMBER SHEN: And we took that out?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It's not in the section.

COWM TTEE MEMBER SHEN: Because if it says in here
that we have to use instrunments that are on the, on this
particular list, then that should cover it as far as |I'm
concer ned.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
But you're not going to be providing training for all 118
instrunments. | assune you're not. | don't want -- so,
assunme you're not going to be providing training for all 120
instrunents on the CPL.

So, we, the departnent, interested in the
instrunment or instrunents that the lab will be providing
training to operators in their area.

COW TTEE MEMBER SHEN: | understand that but for
this particular portion, we are tal king about notifying the
Departnment that a | aboratory is going to be performng or
going to be involved in forensic al cohol analysis.

And | think it should be very short and to the
point. | think that trying to incorporate in whether we do

or do not give the Departnent oversight of the operator
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training for the breath instrunents is not relevant to this
particular point that we're trying to do right now

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
I"mgoing to argue that it's conpletely relevant. |f we get
a notification from Acnme Labs, new | aboratory, that they
intend to provide training for Al coSensor 4, we will fully
anticipate that we will receive with that package or
sonething in the very near future a sunmmary of that
trai ni ng.

If they indicate that they are not going to do any
breath instrument operator training we won't expect any
sumary of training.

| actually don't see there's a lot of liability

for the labs here. It's just that, it's just an activity
whi ch the Departnment will apparently retain sone oversight
rol e.

And that activity should be captured, where it's
possi ble, in the notification.

CHAI RVAN KI MSEY: And this is Paul. How does the
rest of the Committee feel? It really conmes down to, do we
want to have under notification an inclusion of the breath
al cohol anal ysis instrunent or not?

And we' ve obviously heard from Jennifer and C ay.

And | appreciate their perspectives but how does the rest

of the Commttee feel?
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MR. KOENI TZER: This is Dave fromthe public side
over here in Sacramento. | think what Cay is |ooking for
is nore or less a flag so that you'd know sonething is going
on. Oher than that | don't know that you'd need to put in
the notification.

| think, isn't that what you' re | ooking at C ay?
s you want sone sort of a flag so that you guys know to
| ook for an updated procedure for training of officers?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think that's correct, yeah. W'Il not nake a decision
based on that -- yeah.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck in San Diego. M mjor question, my concern here
is, what is the Departnment going to do with all of this
i nformation?

Tal ki ng about approval, what point?

CHAI RVAN KI MSEY:  Well, | think the notification,
you know, is really just notification. | don't know that
the Departnent is not going to be approving anything, at
| east based on notification.

It's just sort of letting the Departnent know who
is out there and a little bit about what they're doing.

Further on down the road we are tal king about, you
know, the breath instrunment operator training issue. But

that, right nowthis is just about the notification and
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what's going to be contained in that.

| don't know, if it's helpful to the Departnent to
know about the instrument, I'mnot sure that's an overly
burdensonme thing for the | aboratories.

But, you know, that's obviously the bureaucratic
per specti ve.

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck again. The Departnment is asking for notification
but my question nowis, is the sanme. Wat are they going to
do with this?

CHAI RVAN KI MSEY:  Well, we'll know who's operating
a | aboratory.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
I'd rather hear fromthe other Conmttee nenbers. [|'m
probably doing nore talking than I should. This presunes
that the bullets that we haven't gotten to we skipped over.

But the training bullet with respect to breath test

operations -- if the decision there is made that falls on
the side of giving the Departnent an oversi ght and approval
rol e regarding breath instrunment operator training.

| f that doesn't happen then | woul d agree that
there's no need to provide information. So maybe we shoul d
take these in order.

CHAI RVAN KI MSEY: | nean, Paul, this is Paul in

Ri chnond. Are you concerned that we shouldn't be doing the
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notification?

COW TTEE MEMBER SEDGEW CK: | think if, there's
certainly no harmin telling the Departnment who is doing the
work. But ny question is, what is the Departnent going to
do with that information? Wy do they want that
i nformation?

CHAI RVAN KI MSEY: | guess just to know who is
perform ng forensic alcohol analysis in the state. | nean,
is there sonething that you think the Departnment is going to
do with the information that you' re concerned about? O --

COW TTEE MEMBER SEDGEW CK:  Paul Sedgew ck, and
no, there's not.

CHAI RVAN KI MSEY: So, did | hear earlier Jennifer
that you had volunteered to wite the | anguage for bull et
nunmber four?

COWM TTEE MEMBER SHEN: Yes you heard that.

CHAI RVAN KI MSEY: So | don't know that we got you
the final perspective fromthe Commttee on including
whet her or not to include the specific instrument in that
notification if the entity is going to do forensic al cohol
anal ysi s.

COMWM TTEE MEMBER SHEN. Well, it's my opinion that
this should be fairly brief and it's just a notification of
the status of the | aboratory, really.

CHAI RVAN KI MSEY:  Ckay.
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COW TTEE MEMBER SHEN: So | can wite it w thout,
| don't think it's appropriate to include here a list of
breath instruments in this particular -- | nmean, we could, |
suppose, say, that a list of instrunments shall be provided
to the Departnment or sonething like that.

But | just don't think that's what this particular
thing is about. W want to notify --

CHAI RVAN KI MSEY:  Ri ght .

COWM TTEE MEMBER SHEN: -- the Departnment. So the
Departnment is not operating in a vacuum The Depart nent
knows who is, in fact, providing the service.

Pl ease, be pretty brief. That's ny feeling. So I
can wite that in a pretty brief format and we can, you
know, hash that next tine.

CHAI RVAN KI MSEY: Why don't we do that. Wy don't
you go ahead and wite it up. You obviously aren't going to
forget this discussion. And we can talk, we can all think
about it alittle bit.

And we m ght see how sonme of these other bullets
may play into, maybe in a nore appropriate place or
sonmething for this type of information

But go ahead with, as you described. Any other
coment s about bul | et nunmber four?

So, it's a quarter to one and we have two bullets

to go. Any feeling about whether we want to tackle bullet
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nunber two which is, authority over persons -- bullets two
and three. I'msorry, what did | say? Onh, two and three.

And three is, authority to review and approve
trai ning prograns which we're pretty nmuch limting to breath
i nstrument operator training.

| think that one, since we tal ked about that one
today a bit nore, it's probably a little nore fresh in our
m nds.

And, so, CDPH authority to review and approve
trai ning prograns intended for persons to qualify under the
regul ations, breath instrument operator training. Do we
have a volunteer to shepherd this | anguage al ong?

COW TTEE MEMBER WONG I'Il do it.

CHAI RVAN KI MSEY: Ckay, Kenton has vol unt eered.
Now, was there a particular article that this, this was, is
this our famous Article 4 yet? O is that -- no, that was
training which is the one above.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

No, this is training.

CHAI RVAN KI MSEY: No, this is training. Okay.

So, Article 4 was training | believe. So if we have, and
we, | think it was the consensus of the Conmttee that the
trai ning approval would be limted to the breath instrunent
oper at or trai ning.

COW TTEE MEMBER WONG  Uh- hnm
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CHAI RVAN KI MSEY: So, | don't know, we can
certainly give Kenton that direction and he can | ook at
Article 4 and cone back to us. O we can have any further
di scussi on.

COW TTEE MEMBER SHEN: This is Jennifer. M
guestion is, if we're going tolimt it to the breath
operator training, is there sonewhere in the regs portion
that we could put that instead of reinserting Article 47

CHAI RVAN KI MSEY: Possibly. That's sort of a, you

know, a reg witing decision. Maybe if we just had

| anguage, | nean, obviously we don't have to call, | nean,
if it comes out of Article 4 we can call it whatever we
want .

But | was just thinking that Kenton m ght | ook at
Article 4 and find | anguage that would help cone up with
sonmet hing specific for breath instrunent operator training.

And then if it's under, we mght incorporate it as
a section or a sub-article under, you know, the breath
al cohol analysis -- instrunment, excuse ne, yeah, breath
al cohol .

But anything sort of, any sort of direction we
want to give Kenton with, it seens fairly straight forward
unl ess there's sonme, unless Kenton has sone questions or a
Comm ttee nmenber wants to add in something nore specific.

COW TTEE MEMBER WONG Wl |, the Departnent had
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in the past already been approving of what was taught in the
four hour course to the officers on specific
i nstrunmentati on.

So, it's --

CHAI RVAN KI MSEY: It's pretty straight forward, |
t hi nk, yeah

COW TTEE MEMBER WONG  Yeah.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

You just have to maintain that.

CHAI RVAN KI MSEY: And then we can obvi ously
di scuss it again when we have sone witten | anguage.

Any ot her comments though on bullet nunber three?

COWM TTEE MEMBER SHEN: No, | guess not. It |ooks
like the, well, | guess so, it looks like the, what needs to
be taught and included are already outlined in here.

So it's just a matter of, probably, of inserting
somewhere a |ine that says, you know, that this curricul um
shall be presented to the Departnent for approval or sone
such thing, if we even want to go that way.

CHAI RVAN KI MSEY: No, | would agree. | think the
| anguage nay be there. It just may be that we're going to
put it sonewhere else. But, you --

COW TTEE MEMBER WONG  Ri ght.

CHAI RVAN KI MSEY: -- know, that's sonething we can

tal k about in our next neeting, our 20th neeting.
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So, do you feel confortable with that Kenton --

COW TTEE MEMBER WONG  Uh- hmm

CHAI RVAN KI MSEY: -- at this point?

COW TTEE MEMBER WONG  Uh- hmm

CHAI RVAN KI MSEY: Ckay. So, on to bullet nunber
two. CDPH authority to review, approve and test the
qual i fications of persons enployed by a | aboratory. And as
| renmenber this was going to be nore of a reporting function
that the | aboratories would report to the Departnent the
staff that they had.

And the, there's sone information on what their
qualifications are, | believe. Do we have sonebody who
wants to shepherd this bullet along fromthe Commttee?

ABUSED SUBSTANCES ANALYSI S SECTI ON CHI EF LARSON:
Comment fromthe public. |1 wasn't as sure, | wouldn't, |
don't know if | agree with your characterization that this
woul d be a reporting function.

| think the discussion to date has been, been on
point in response to the bullet that refers to the concern
aired regarding renmoving the Departnent's authority to
revi ew and approve.

So I'mnot sure that we canme out of that with the
conclusion that the I abs can sinply report. And | don't
know, | don't know that we -- we certainly had a vote on the

witten exam nation and there was not a majority of the
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Commttee didn't favor that. But, on the issue of the
Department's eval uation of a proficiency test, so that would
be, I wouldn't, I don't think that would be a reporting
activity.

COW TTEE MEMBER SHEN: This is Jennifer. |
woul dn't m nd doing this one either if no one el se wants to
doit. | think we're looking at providing information about
the staff, who is or isn't, who is, in fact, doing the,
doi ng the work, what kind of qualifications that person has
to probably, | would assume, to include the education and
the type of training that person has gone through, the type
of internal, external proficiency tests et cetera.

And witten exam nations, md course, whatever it
is that we decide. So we would be providing to the
Departnment a, | said nmeno, you know, to be a reporting
format of sonme kind, that this person has these
qgualifications, has conpleted these things and in addition
to that, we would be providing to the Departnment through our
proficiency testing program an external proficiency test
for the Departnment to review

So I think we would neet this bullet by allow ng
the Departnent to do the evaluation of the proficiency tests
and providing the Departnent a listing of the qualifications
of that person.

CHAI RVAN KI MSEY: And so, you were not expecting
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t hen, you know, a review and approval fromthe Departnent.

COW TTEE MEMBER SHEN. Well, if we want to say
that the evaluation of the proficiency test is review and
approval then that works for nme.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: But | think what | would
like to get away fromis submtting soneone's transcripts or
witten exam nations et cetera for the Departnment to review
t hen eval uate and deci de whet her that person is soneone we
can enpl oy doing that type of work.

| would |ike to provide the Departnent the
information that outlines what that person has in his or her
background and what they've done as far as training and then
give the Departnent the option or obviously the ability to
eval uate a proficiency test.

CHAI RVAN KI MSEY: And then the | aboratory woul d be
responsi ble for, | guess, maintaining the records of things
like transcripts or whatever that showed those
qgual i fications.

COW TTEE MEMBER SHEN: Correct. And in Title 17
it does, it will outline, I think, in educational
requirenents.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Yeah, this is Bob Haas. Thanks for bringing that up

because |I' m now equi pped with the draft here. And you're
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absolutely right, Jennifer that Article 2, 1216.1 starting
with about .1 (e) does have these requirenents.

And it's, and it already includes the practi cal
| aboratory denonstration of the analyst's ability to perform
forensi c al cohol anal ysis.

So -- and then 1216.1 (e) (3) is also successfully
conpl ete a conpetency test conprised of at |east four
sanpl es et cetera.

So, this is already there. At least, fromny reading
of it.

COW TTEE MEMBER SHEN: So it would be, | guess ny
t hought would then be that we are required to follow Title
17. So the analysts have to conplete all of those
requi renents. And then the |aboratory woul d have to have
docunentation to show that that, in fact, occurred.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly.

CHAI RVAN KI MSEY: Any comments fromthe Conmittee
on the direction Jennifer wants to go?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| trying to think about how all this works out in ternms of
details. So we're going to require a lab to obtain an
external proficiency test for a, for the candi date and
usual ly nom nated for forensic al cohol analyst.

Wul d that be the sanme proficiency test because,
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"1l ask the question, would that be the same proficiency
test that the other 15 people in the lab are al so anal yzi ng?

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Well, Cay, this is Bob again. 1In 1216.1 (e) (3) it's the,
the text currently reads, conpetency test. And that could
easily be changed to external proficiency test.

That woul d satisfy, | think, what you' re bringing
up. |, reading between the lines of what you just said, and
correct me if I"'mwong, is that, you know, staff nenber, a
new staff menber or, you know, or any staff nenber takes the
sanme test as ten other analysts in the lab and then they,
you know, confirmthat they got it correct. And that
satisfies the requirenent.

| don't think that any legitimate |lab would really
go that route but you want to prevent the possibility of
occurrence. Am| reading this wong?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think fromthe previous discussions and | think the
transcripts will capture this; we had discussions that the
conpetency tests which currently under ASCLD/ LAB gui del i nes
can be an internal test.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Exactly. And |I'm suggesting that it go to the external one
which | think we already agreed was accept abl e.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
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And let's make sure the Conmittee agrees with that. In
other words, in addition to this there would be an

addi tional test that would be an external test? |Is that
correct? Is that --

COWM TTEE MEMBER SHEN: Under 1216.1 (a) (3) it
says, neeting the proficiency test and requirenents
specified in Health and Safety Code Section 100702.

It does specify an external test.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

There we go.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: We're stuck in the wong
spot here, so --

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
It actually doesn't, it depends on how you read it. |
actually think that's the Health and Safety Code. And in
general statutes are witten with |ess detail with the
expectation that regulations would clarify and nake specific
t hose stat utes.

But that statute, requires two things are -- it
refers to a |aboratory proficiency test and it refers to an
annual proficiency test taken by exam ners once we decide
what exam ners neans but --

So, it doesn't appear, and ASCLD and it al so

references the ASCLD/ LAB proficiency testing guidelines.
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And ASCLD clearly permts conpetency tests to be, and even
be annual proficiency tests to be internal tests.

So, you can't rely totally on either the Health
and Safety, | don't believe, the Health and Safety Code or
ASCLD/ LAB definitions -- | think that you're going to have
to wite.

CHAI RVAN KI MSEY: So the issue is, what type of
proficiency tests that the person doing breath instrunent
operator training was going to be required to have.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
"' m not tal king about breath instrunent operator training at
all. W're tal king about qualifications of individuals now
at one level, just anal ysts.

CHAI RVAN KI MSEY: Ch, okay. So whether or not
those will be internal or external proficiency tests.

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

COW TTEE MEMBER SEDGEW CK: This is Pau
Sedgewi ck. If we're tal king about qualifying trainees, if
you call them qualified sanples or anything except
proficiency sanples or conpetency test, but at the end of
those training there always has to be sone kind of an
essentially final, final examwhich is a qualifying
conpet ency test.

And it doesn't really matter whether external or
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i nt ernal

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
No, | think it was, Cay Larson again. | think it matters
to the Departnment, and you're correct. Under ASCLD/ LAB
there's no requirenent that in order for a person to do, to
conduct analysis in the lab to ever be, ever tested by an
external entity. There's absolutely no requirenent under
ASCLD/ LAB.

Again, in regards to individuals. The Departnent
t hough had a requirenent that in order to be approved by the
Department to performforensic al cohol analysis and the only
way you can performforensic al cohol analysis is by having
that approval. That individual, at |east on a one-tine
basis woul d have to conplete an external proficiency test by
an i ndependent organization -- in the state, Departnent of
Public Health and denonstrate appropriate accuracy,
precision in the analysis of those test sanples.

That's what we have now to respond to the bullet.
-- certainly not what we have with the proposed revisions
proposed by the Conmittee and we're responding to the bull et
to address sonme concern about that.

COW TTEE MEMBER SHEN: |If we were to add under, |
finally got to where | needed to be here, 1216.1 (e) (3),
and a man nust successfully conplete a conpetency test

conprised of at |east four sanples that nust A, B, C, D and
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E, we certainly could -- | have absolutely no issue
what soever with having an anal yst conpl ete an external
proficiency test prior to going, prior to doing case work.

CHAI RVAN KI MSEY:  Yeah, that seenms to be on
100702. It says, guidelines for proficiency test and
testing of |aboratory exam ners, witten procedures. B, it
says, each |l aboratory shall, oh, but it's the |aboratory,
it's not the individual.

COW TTEE MEMBER SHEN: | think you kind of have
that. | nmean, | think that we want to have our anal ysts --
prior to being --

CHAI RVAN KI MSEY: Sure. It nakes sense.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Are we back to nodifying 1216.1 (e) (3) to include an
external proficiency test? |Is that what |'m hearing?

COW TTEE MEMBER SHEN:. If that, | nmean, if that
sol ves our other problens then I think that we could add
anot her sentence in there pretty easily.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Yeah, because as Paul just pointed out 100702 just refers
to the |l aboratory not to the individuals and to the
i ndi vi dual anal yst.

COW TTEE MEMBER SHEN: We woul d add one extra

line in there about in addition, the analyst would conplete

one external proficiency test.
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FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Well, now I'm confused because |, and I'm not an expert at

this but 100702 (c) then says, each exam ner shal
successfully conplete at | east one proficiency test
annual | y.

Now it, true it doesn't say that that's an
external proficiency test but, again, in ternms of
interpreting 1216.1 (a) (3) with nmeeting the proficiency
testing requirenents in H & S Code 100702 we could interpret
that that each exam ner as they're calling the anal ysts,
have to participate in an external proficiency test.

There's an anbiguity there it seenms to ne in the

stat ute.

COMWM TTEE MEMBER SHEN: | actually think that
it's, | don't see that anmbiguity there but | think our issue
in this particular instance, | believe, is that |ooking for

a way for the Departnment to eval uate a new anal yst.

So we would want to ensure, | think, that an
anal yst conpl etes an external proficiency test prior to
doi ng case worKk.

If we sinply follow things as witten in 100 in
the, you know, the statute as witten then we coul d have
anal yst that was trained, started to work and at sone point
during that year -- external proficiency test. But not

necessarily one prior to starting case work. | guess it
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cones down to whether or not we want to nake that
di stinction.

CHAI RVAN KI MSEY: | think we do. | think you want
to have an external proficiency test before you' re doing
case work. It makes sense to ne. You just want to know
that these people are qualified.

COMWM TTEE MEMBER SHEN: | agree. And if that
proficiency test is sent to the Departnent then the
Department has a nmethod for evaluating the new anal yst.

CHAI RVAN KI MSEY:  Correct.

COW TTEE MEMBER SHEN: | think, again, it takes
us back to adding a line or two into 1216.1 (e) (3).

CHAI RVAN KI MSEY: Ckay. Well, we al so agree on
the direction depending on where it goes that we may get
sonme additional guidance or sonme suggestions. Any other
coments or discussion on bullet nunber two?

COW TTEE MEMBER SHEN: Well, since I"'mwiting
that, that I'm-- we're going to go, we'll go with the
assunption that we're going to add sone verbiage in
somewhere that an external proficiency test is required
prior to case work.

CHAI RVAN KI MSEY:  Ckay.

COW TTEE MEMBER SHEN: And so that you can go
back to what we tal ked about for bullet two that, it's a

reporting function largely with the Departnent doing the
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eval uati on based upon that proficiency test.

CHAI RVAN KI MSEY: Ckay. Any other comments from
the Commttee on bullet nunber two? So | have witten in ny
notes here that Bruce Lyle was going to work on the |anguage
for bullet one. Jennifer bullet two. Kenton bullet three.

And Jennifer again on bullet four.

COW TTEE MEMBER SHEN: That's -- double it.

CHAI RVAN KI MSEY: | don't hear any (laughter), any
takers. Cbviously, we're the week before Thanksgi vi ng.
What's realistic for you all. | nean | think obviously we
woul d col l ect the |anguage and get it back out to the
Commttee -- obviously |I think the Commttee needs, you
know, a couple of weeks to |look at it before we have anot her
neeting to reviewit.

So, it'sinny mnd |l don't see how we're doing
this before the holidays. So we're | ooking at maybe, does
m d January or early February -- for a neeting that would
mean that we woul d probably want to have your | anguage by
the first of the year.

COW TTEE MEMBER SHEN: | don't, | nean, it
shoul dn't take long to wite those bullets. | think January
versus early February.

CHAI RVAN KI MSEY: Ckay. Well if you fol ks can get
us your |anguage pretty much as soon as possible then we can

| ook at the m ddle of January for another neeting.
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And we'll send out a notice, you know, to try and
get everybody's cal endar coordi nated for maybe t he second
through the third week of January sonetime, shooting for the
m ddl e of January.

But if you can get your |anguage to the Depart nent
and | would go ahead and send it to -- that's a good
guestion. Everybody has, | guess, Bob Haas's or Clay's
email or my email address or sent it to all three of us.

But what emai|l address is everyone have access to nost
easily?

COW TTEE MEMBER SHEN: | have all of those.

CHAI RVAN KI MSEY: Well why don't you send it to
Dr. Haas as the, as the lab chief. O course, he's retiring
here. Wy don't you send it to nme (laughter). |'m not
retiring anytinme soon. Not that | don't want to.

So, yeah, Paul, it's paul.kinmsey@DPH. ca. gov, and
you m ght cc anyone, soneone like Clay or any other emai
address you have in the Departnent, just so nothing gets
| ost.

| would anticipate then that we'll have a neeting
in January. We'll sort of finalize the | anguage. That
woul d nean that we would, the Commttee would be ready to
send anot her package to Agency that would trigger the 90 day
review.

And t hat package, we can talk about it then. But
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| would think that it m ght be, the package that we sent
first with a cover tal king about these, you know, additions
and letting themknow that it's going to trigger the 90 day
revi ew, sonething along those |ines.

But anyhow package woul d probably, you know, go
fromthe Commttee to Agency sonetinme by the end of January
it sounds, it seens |ike. That's good news (| aughter).

COW TTEE MEMBER SHEN: Yeah --we had a letter
addressi ng the changes that we've nade to accommbdat e, at
| east in our mnds, the questions.

CHAI RVAN KI MSEY: Ckay. O her comments or
guestions fromthe group before we sign off for this, our
19t h neeting?

M5. BUTENKA: | have a questi on.

CHAI RVAN KI MSEY:  You want to identify yourself.

MS. BUTENKA: Natalie Butenka. Just out of
curiosity, bullet nunmber two, you saying that it's not only
reporting, it's also evaluation procedure. Wat happen if
we evaluate the results of proficiency testing and we cone
to conclusion that they beyond their acceptable limts?

COW TTEE MEMBER SHEN: W have a probl em

MS. BUTENKA: Yeah | know but, but what woul d be
the concrete action of the Departnent as you understand it.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

This is Bob Haas. | think that we are, this is related to
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the A.G opinion that is currently being worked on by the
Depart ment of Justice.

And this has to do with enforceability. And it
actually has to do a lot with what Paul Sedgew ck was sayi ng
earlier. You know, what is notification, what's approval ?

This is not really answerable now. But | think
certainly when the regulations are being witten and are, a
need to be APA conpliant that these, that sort of issue wll
need to be addressed conprehensively.

CHAI RVAN KI MSEY: O her comments?

COW TTEE MEMBER SHEN: Yeah, that is a good
point. You know, we're not going to be able to not address
t hat .

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

You're absolutely right, we're not. And, in fact, ever
since the licensing was denolished six years ago there's
been anbi guity about what are the, what is enforceable.

This hasn't really been an issue because the
| abor atori es have been conpliant and understand that, and
Jenni fer you' ve made this point nmany, many tinmes over, that
it"s in your own interests to be accurate.

So, corrective action is part of every
| aboratory's, you know, standard operating procedures.

So, this, and if you will, the, just the notion

that the Departnent doesn't think that the, in this case
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let's say, aresult, a test result is, quote, unguote,

accurate enough, is, you know, demands, you know, corrective
action at the individual |aboratory level. And that's where
it's been. And historically and it hasn't, it hasn't raised
its, you know, its ugly head as to what, hamrer if you wll,

t he Departnent has to enforce these sorts of things.

But, you're right. 1It's going to have to be
addressed. And it will certainly be addressed during the
reg witing procedure. And we'll, and the Comrittee will be

actively involved in those issues when they conme up

And | have to reiterate that the reg witing
process is going to be long and arduous and is going to have
to clarify things of this sort and will be done with the
full, you know, full input of the Commttee as well.

CHAI RVAN KI MSEY: Do we know, | know Cl ay was
tracking the A .G Report. Anything new on where it is?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| know the results for Cctober cane out and there were no
new opi nions. No, | haven't, no, | don't know.

CHAI RVAN KI MSEY:  Ckay.

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| |1 ook every nonth.

CHAI RVAN KI MSEY:  Ri ght .

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON

| would note though that Natalia's question was not totally
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t heoretical. Since 2005 we've had individuals fail PTs and
the results for individuals is that they need to take
corrective action and apply again.

And we've had | abs with unsatisfactory perfornmance
with those PTs. So it's not totally theoretical. It's
happened in the past.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:

Right. And it's worked out well. In, you know, with the
give and take of the Departnent. Correct C ay?

COWM TTEE MEMBER SHEN: It's not outlined right
now exactly what happens is it? |If you don't pass
somet hi ng?

ABUSED SUBSTANCES ANALYSI S SECTI ON CH EF LARSON
| think the regulations are probably remss in that they do
state that the Departnent shall evaluate the PT results and
determ ne whether the [ ab's nethods continue to neet the
standard performance set forth in regulations. And we've
done those eval uations and found in sone cases that they
haven't we have added, we have asked the labs to provide a
response.

That response typically is identification of the
source of the error and correction. |If it's not just that,
if it's a systematic error, then a denonstration of sone
data, validation data that shows the nethod at |east has the

capabilities at |east of satisfying the requirenents of the
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regul ati ons.

But | think that should be spelled out in the
regulations, | think. The regulations are old and | think
that times have changed. So whoever has that section should
wite sonething in there and take a stab at witing what the
Departnment's response should, would be if this were, the
results were found to be not denonstrate that the |lab's
nmet hods were appropriately accurate and preci se.

COW TTEE MEMBER SHEN: -- personally ne.

FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
| think that we've been hopeful to get some gui dance from
the attorney general on this. But Cay is absolutely right.
There's no way these regulations will go to the Ofice of

Adm ni strative Law wi thout that question resol ved.

COW TTEE MEMBER SHEN: Well, 1'll take a stab at

CHAI RVAN KI MSEY:  Ckay.
FOOD AND DRUG LABORATORY BRANCH ACTI NG CHI EF HAAS:
Thank you. W appreciate that.

CHAI RVAN KI MSEY:  Any ot her comments? |If not, I'd
like to thank you all for your tinme and your patience and
professionalism And we'll be in touch. Thank you.

(Thereupon, the California Departnent of

Public Health, Forensic Al cohol Review

Comm ttee neeting adjourned at 1:15 p.m)
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