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DR. ~T~~~: I uess I am confused. 

Explain to me why we can? use a more eneric, yes, 

nalogy looks to be acceptable and have the 

devices roup figure out which tec~~Ql~~y, fram a 

ic point of view, i hY 

should we e in the position of ~a~~~~~ the test? 

DR. ~~T~~~ : Yes, I don"t think you should 

Se in the osition of brandin The 

~~~~v~~~al it is the device on the 

cable today or whether it would e an a~t~~~~t~ve 

3evice, er to make specific claims is going 

x3 be knockin at our door. I was actually going 

im by saying t e truth is that for 

evice at hand t uestions ave een laid to 

rest 1 analytical uestions. This device actually 

is essentially ready 0 go an the discussion of 

is committee in terms of how to 1 be1 the drug 

nay i3V63 e corollary im how we want to 

label the device since we li e to maintain 

rxxxsistency across centers when possible. It is 

sot always possible. 

pose you can do anything you want, 

x~t it would be awkwar to endorse, 

general sense technology. ith home brew they can 

30 whatever they want, They can offer this test 
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for rain cancer if they want. ut the truth of 

the matter is t at for a ~o~~~~~~a~ company to 

market this for this purpose, whether they decide 

orate themselves into the biological 

labelin or whether they decide ot to, have to 

come knocking on our our in a se arately e 

arate but different manner. 

DR. Dr. Redman? 

. ~E~~A~: My concern is maybe unfounded 

but looking into t e future is that if you start 

putting into a product insert, not necessarily 

specific.2 tests ut referrin to specific 

tests, it is goin e it back more difficult 

for future ~~~pa~ies lookin at future assays and 

et into a product insert 

which everybod 0iI-l to be read and nobody is 

going to care if the evice committee approves u s 

3r not -- 

DR. ~E~S~~~~~ I care, 

DR. I know you care but in the 

real world it is setting a precedent, and I think 

it is oing to fake it muczh more difficult for 

somebody who comes u with a better test because 

they are not guin to have access anymore -- I am 

assuming all the slides have been used. So, even 

MILLER REP~R~~~~ C~M~~~, INC. 
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if they s using some other technique, that it 

is at least eq~~va~e~t to IWC or equivalent to 

FISH, they won't have the cLinica outcome data 

and, therefore, they won't be included in the 

roduct labe nd, therefore, why should we go 

after it ecause if it is not in the product label 

nobody is going to use us. 

1 think the only response I 

can really make is if we have data that is erived 

from a particu r set of studies nd sources using 

a particu ar device, ouJd be 

entify that device in the label. 

I don't think we have the ind of information that 

Dr. O'Leary sort of alluded to, that if you have 

data from 15 dif erent devices and it all pretty 

much showe the same t ing you could a~a~ga~ate the 

i~for~ation some not List every sin 

device. In fact, we ata from one FISH 

infor~ation~ e 

have hear that FISH assays even cmme in direct and 

indirect for I thin it woul.d be an extreme 

leap of faith. to go from this single FISH assay 

with this relative2.y reliminary concordance 

information to making a broad and swee 

statement about technoLogy in the absence of any 

MILLER REPORTING COMPANY, INC. 
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data. e types of data that would be necessary to 

get additional la 1 think that is w 

purpose of this morning*s discussion was about, how 

panies begin to approach this, and it is 

difficult but I think at this point it ould not be 

ake a swee nology statement 

that all assays are created equal_, nor to fail to 

identify where the source of the data was, 

DR. o, if the FDA, through the 

levice roves a new test wi 

mtonatical y enrolled into the packa e insert of 

Ae drug? 

DR. his is a peculiar lin 

2ecause we do this We are ap 

lew product to be use port of drugs all the 

time. Generally, when we ap rove a new product to 

3e used to support anythin -- use of a drug, 

doses o a drug -- what is unusual about 

:his is that it usually actually doesn"t feed back 

into the product labeling. Usually we approve 

products with ne claims to support changes in drug 

3r iologic use but it oesn"t come knocking at 

oar, and X think it may be the 

musuaX way in which the diagnostic and the 

herapeutic have been linked in this case t 

MXLLER R~~OR~~~~ C~M~~~, INC. 
735 8th Street, S-E. 
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made this ~~~~~a~ bridge. e it will be 

occurring uently in the future. We 

certainly work very ~~tera~t~vely and closely with 

ER both in the original device and in this 

device. 

l-t woul seem to me that althaugh we may 

be r~~~~~g out of sa is clinical trial 

set, you certainly on't reclude additional 

sponsors who are clever from findin design methods 

to try an bridge themselves -- you know, this 

roduct in our house i PM so it is free- 

nding and you can't necessarily link to it but, 

in fact, you can uild bridges, It 

inconvenient. YOU ave lot of trips to 

ington if we continue to a roducts one by 

mse and we mi ht at some oint decide that it is or 

is nut wort~w~ile But putting t 

whit is the data set on w is rests, and 

king it to t at ~umpany doesn"t bother me at all 

3n certain1 does&t preclude ftrture companies -- 

I mean, this is a free market lace and other 

anies may decide -- the ay have trouble 

findin samples but they won't ave trouble finding 

ideas. 

DR. 

MILLER REPORTING COMPANY, INC. 
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DR. 1 think if a trial was 

esigned as a pivcrta trial with a certain assay -- 

I mean, this is linke to a ivotal trial like the 

CTA here, that ought to be featured 

fairly rominently. ight now, ase on what was 

presented, it was a very nice stu y; there is a 

template now to do this. It is retros YOU 

d have 14 FJS companies now go up an show 

this f and I think if we do ut it in the package we 

need to be consistent about puttin al1 these in, 

this is a retrospective study* It 

wasn't art 0 the trial- hey went back and they 

ed at surviv 1, and 1 think they did a rest 

job, is kind of t one with a 

lot of ifferent assays now, an I thin if we set 

ent that that tra oes in the ackage 

insert we need to be consistent, an aybe even go 

back to all the ackage inserts where that has 

happened in the past and ut the tr de in it. 

DR* You have to realize, and 

maybe I: a confused, h you may not 

realize it, ere are actaualry two package inserts 

at this table, There is the ackage insert 

reXating to drug ~a~el~~g, which is t e issue on 

the table today. Whether this committee met or 

MILLER R~PUR~I~~ COMPANY, INC. 
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eet, ere is the iSsue of the device"s 

labeking. This device as actually already een 

approved and is alre dy ~Q~~e~c~a~~y available with 

labeling and we are negotiating ossible changes in 

at label based on ~~f~~~at~u~ t at has been 

shared with you today. 

It is possible ta ad all. kinds of devices 

to the market w~t~~~t ever returning to this 

frankly, with cLaims to e used to 

port the u iologic. 

DR. I ~~de~sta~ f but if we are 

talking about the dru label, we r-e talking about 

utting this on t rK3 abel, 

le will rea on"t know 

how caky le will read the other label. So, if 

we are oing to feature it in the drug label, we 

need to be consistent I t articularly because 

this is goin and doing the est you can, and 

I think they did a great job, but going bat 

pectively dew with w at has been done, and 

these kinds of d~ffe~~~c~ e done with a lot 

of other assays. 

R. ~~~~~~~~~~~ op it aff, there 

is a 32 percent. discordance rate. So, is is not 

a home run lin age. Dr. O'Leary? 

MILLER R~~OR~~~~ COMPMY, INC. 
735 8th street, S.E* 

Washington, D.C, 20003-2802 
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DR. O”LEARU: 1 think the basic message is 

one that I: am sure the lawyers would send thou 

anyway f which is not to do anything in the drug 

a&age insert that woul create an undue 

commercial advantage y featuring some folks who 

roved for t ication and not featuring 

other fol wha were approved for this indication, 

and just making sure that we eep everything 

coordinate and up to date, as I am sure you are 

planning to do. 

: Dr. ~utma~? 

DR., Yes, I want to clarify this, 

I 0 realize this is potentially interesting and 

precedent setting, an t there is a potentiajl to 

and addin to this la cling and making 

it longer an uess as new assays come 

in we will h ve to gra pie with that. Once you 

have establishe a cmxrse of action, YOU ave done 

studies and you have publ_icly aired them, it makes 

it easier for the agency to do that on its own 

lhZithout input. So, one of the issues to be weighed 

in this w ale thing is what is t e benefit -- 1 

Bean, 1 presume we brow ht this here ecause we 

stctually think there is some benefit to ~av~~~ this 

~~f~rrnat~~~ a in the drug Labeling that is 

MILLER RE~OR~~~~ COMPAl'4Y, INC. 
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special ecause of the nature of the roduct, so, 

if you disagree with that may e you want f-0 torpedo 

the whole idea of rnak~~g the link with the drug 

/ althoug we have alrea y set the 

precedent by putting t e other drug in, and we 

thought we were doing kit health good by doin 

that, 

DR. E: Dr. Watson? 

It is actually an ~~terest~~g 

problem to ave to sort out. 1 think you have to 

~~~~~w~edge those that ca e in for the trial_, 

Wwever f ings that iscriminate this FISH 

assay from others that are in existence t. ere is no 

lata really to suppart, w is indirect versus 

lirect an ability of this c rQmosQme 17 

:a for which t ere was no data -- sort of 

Stan rdizing aroun 

anything. But they did come in first 

and it is the data. Xt may 

We donft know L is why you 

?et hooked into ealin is before 

JQU. 

DR. hy don"t we have the 

rote f which is w at you need? 

DR. ~~E~~~: Yes + 
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DR. The questiun, to 

hrase this, is whether we think -- actually, 

r. Keegan, would you Like to pose the specific 

question you want answered? 

DR. Should the PathVysion assay 

tified in the la cling as one method which 

would be useful in the selection of atients for 

Herceptin therapy? 

DR. ~E~~E~: One metho 

Because we already have 

JercepTest, so a method which. is useful for the 

selection of patients or whom Herceptin t 

~nte~ded~ tin therapy, 

~~rnethi~g 1. 

DR. N you can't change 

it. 

to the more 

DR. as opposed to not being 

in the label at all. 

R. ELSEN: I understand 

3 osed to asking should the FISH 

2ssay be in the label? Just to clarify for myself 

:hat wfnat FDA is as is not just the ty 
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test but a specific ISH. 

R. SEESAW: Yes. 

DR. ~E~~A~: Right now it just says HER2 

protein overexpression. So, are you then going to 

incJude somet e genetic NA level and 

then say1 gee is assay, the ~athVys~~~ one that 

has been used to do t 

DR. It is Likely that we will 

zeed to include something in there that talks about 

athVysi~~ assay measures, and then 

discuss the data t at show that it is likely to be 

3 surrogate for ER2 ratein overexpressian which 

iS, in fact, what Werceptin is indicated for, 

:umors that overexp R2 protein. So, we 

dew the concor ante study as esta ing a good 

JorreXation between t e arnp~~~~~at~Q~ nd protein 

7verexpression. 

DR. Templeton-Somers, 

FJoul you please rea the actual question? 

DR. ~~~~T~~-~~~~~~~ My first shot at 

it, should the ~at~Vys~~~ assay be identified in 

Labeling -- 1 assume we mean of Herce 

Yes. 

DR. -- of Herce 

me metho useful for the selection of atients for 

MILKER R~POR~I~~ COMPANY, INC. 
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urn Herceptin would be beneficial.? 

DR. NE Discussion? Dr. Griffirr? 

DR. ~R~~~~~: I would hope that we wouLd 

ut a cautionary statement in there that 

reliance on a single method may not be adequate. T 

worry about bitting something like that in and it 

ein lied that using one or t e other would be 

It seems to me that the ata doesn't allow 

you ta make a final. ecision on t 

DR, : Dr. Li 

DR. Since this is retros 

eit a goad retros ective study and not part of 

e pr~mary~ why can9 we ut something ta the 

5ffect tfiat recently FISH, whit correlates so-and- 

so with t has been shown to be ay1 im 

ictor in retrospective analyses, parentheses, 

see devices e insert? 

~T~~E~ Dr. Brawley? 

R. Is LEY: am still. struck by that 

ing on page 14 of Dr. Jerian"s comments where 1.0 

percent I more than 10 percent ac2xaH.y -- 43 out of 

349 3+ tumors were judged to e FIS negative, and 

I am concerned that if people just use FISW, 10 

percent of people who would benefit from Herceptin 
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would not get Herceptin. Dr. CYLeary, perhaps you 

can explain to me for a third time what you are 

out when it comes up to the various 

assays. 

DR. O'LEARY: Well, the roblem is we are 

comparin with the c~~~~~a~ triaZs assay, whit 

isn‘t what is out there. hat is out there is the 

HercepTest test, an there are also a significant 

er of patients -- I don't remember the data 

precisely ut I remem er that there were patients 

0 were 3-b on t e clinical trials assay w 

not 3-b on the ~er~epTest as ell. I don't recall 

the tables well enoug to know is this one better, 

etter, e fact is that in both 

zases we are doing a surrogate, which is w 

norningQ3 ~is~~ss~u~ was so im It is much 

oetter to be using the real test at the time of the 

5Linicaf, trials so we don't have to discuss this 

question. 

DR. ~RA~~~Y: Can I just ask one more 

question? ith what you know, WOUL 

to do the Test and if the person is 

ositive, treat them; if they are 

3ercepTest negative, t en do FISH, or vice versa? 

I don't elieve data as 
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DR. ~~~~A~: 1 trick we have, yes. 

DR. Patients whose tumors 

test as IHC positive nd FISH: negative require 

further study. I think we all. agree with that. 

hich atient su be studied, 

positive; I: C 2+, FISH negative; IHC 

Q-1+, FXSH ositive? oes anyone want to comment? 

d say in the est of al1 possibie worlds, al.1 

zf the above. 

R. ~~~S~~: Yes. 

DR. E: Dr. Li 

I thin once Dr. QVLeary and 

nis colleagues work out the sta~~ar~~~at~o~ i 

3f all the la s doing I then I think we shod 

30 all. of them and re-ask this question. 

DR. I woul make one ~ornrne~t~ it 

seems to me, as a oesn" t eal. 

qxxifically with breast cancer a lot, 

nost pressin issue you aILl face is the 2a, FSSH 

negative ecause it sounds to me, and this is just 

ny own opinion 0 vi0us1y, t it is either FISH 

positive or 3+ ~rnrn~~Q~~stochern~~t~y that is as 

straightforward as you are oing to be currently. 

50, what yau is when you see this 
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ly p0Sitive Study and it is FISH negative and 

do you treat them or you an't considering the 

toxicity? 

DR. STONE: Dr. Al. 

DR. ALBAIXJ: Yes/ I think we would have a 

e randomizin to any trial that is FISH 

positive regarding Werce tin, yes or no, iven the 

current data. The only group that we face in our 

3aily ractice is this 2+ rou and what to do with 

study coul one -- 1 a Still 

if it even coul be done prospectively, 

ut that would be the one. 

DR. : So, it would + any FISH? 

DR. ~~S~~:: ell J 2-t positive and ISH 

negative is what I am earing would e the issue 

that clinicians woul be most ed about. 

DR. A~~A~~: YOU ave strong survival data 

for any FISH positive here fro at we have seen 

today, whit is guite co elling, for the use of 

Herceptin, no matter what the IWC level is. 1 

ink what we have seen this afternoon is some very 

small subsets alz e ot play of other prognostics 

factors in t ubset lain some of 

this strange noise that came out. But this group 

of 2-+, ELSH negative is the one that we still. 
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wonder about and, although we haven"t seen any 

enefit in anything you showed this afternoon, in 

the absence of a prospective trial many would not 

treat based on what you ave shown. 

DR. But I do think that if, 

in fact/ it looks like Herce tin is going to be 

successful in the adj~va~t setting/ ink further 

3u roup analysi as got to be done ecause we 

nave a paucity of information of all t e subgroupsJ 

the 0, l-k, FISH ositive subgroup. we 

saw this wit e tax01 a ded to AC. The whole 

:hing was positive, but it looks like it is only 

:he ERPR negative s~bgru~ We were able to do 

at because here were such ig Rumbers that we 

really could, e confidence t a certain 

saint 8 suggest that maybe t ifference. 

SO, I think when you start usin things in the 

sdjuvant settin the more ~~forrnat~o~ t at you G;an 

Jet is going to e very important in terms of 

public ealth i Zications fur w om you are 

creating. 

Excuse me J I just don't think 

zhe clinical trials reast cancer roups can do a 

study randomizing, yea or nay, to Werceptin in FISH 

positive atients. As much as you would like to 
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see that to inform adjuvanc tri&bJ 1 on't think 

that that carr appen. 

R. But you could answer this 

ore simply 3 think. If you treated a cohort of 

women who were IHC 2+ positive, FISH negative with 

~er~e~t~~~ WhiCh would e a standard of care and SO 

your package in allow you to do that, and 

you looked for response and you really saw o out of 

46, prospectively/ carefully controlled, FISH 

negative, THC 2-b ositive -- 

hat has een done. 

-- that would really settle 

it I It woul settle it for me if you 60123 do the 

:riaL 1 am not sure you couLd o the trial. 

DR. N 

Just a comment about 3(b), 

2re we onto that yet? 

NER sTQII\JE: No/ we are on (a>. I am 

uilling to go to 3(b). ey are linke 

DR. They are relate hat 

clinical trial desi single arm versus randomized 

-- well, either one coul. work. I think the 

problem with the ra~dom~zed one, if you are talking 

bout ra~dorn~~atio~ etween somethin containing 

3ercepti.n or not would be unet ical and, in fact, 
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that wouldn"t work. I mean, theoretically it WQUZ~ 

work but in practice it Wouldn't be considered 

ethical y most people. So, the single arm one 

could be dune and t part about it is that 

you control a ings you usually ($0 in a 

clinical trial, an your definition then would be 

positivity based 0 something. Then you coul have 

3 mixture of ome that were different levels and 

scores that fight be negative and in that way you 

2sould sort it out. so, you woul have to have the 

Kligibility road enough so you could have a lot of 

,hose t?3tients - It could work. 

DR. EKE ONE: Dr, ~~~~rna~? 

Since you raised this issue 

snd CTA i not on trial here athy has really 

been ocusing an this 2-k-, and with all that I ave 

ear about the varia ility assay and that these 

3re retrospective, 1 don't think we 

should even touch the issue of any rec~rnrne~dat~Q~ 

in the la cling separatin out that 2+ group. The 

study that was positive included 2+ and .I&+. e 

out this all the time. The subgroups that 

2363 pull out of those are rsvocative but not to the 

point where we can make clinical ~ecQrnrne~dat~~~s. 

50, 1 think that you could do a randomized study 
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ere you look at IHC or FISH. So, you are not 

at you are r ~d~~i~i~g to FIS negative or 

taking !?rsH positive and not randomizing, 

patients that the eligibility is either IMC 

ositive as art of the standard study to determine 

activity, ositive a 

and randomize to what? 

DR. ~r~~~~~~ I on't know ut 1 think you 

xmld Xook at studies li one here in terms 

~4 some of the arms that were looked at, The 

juvant stu y that is bein done now, the 

zme where they are taking either IHC or FISH -- 

But the ran omized trials are 

being selected for pasitive patients. So, it is a 

totally different question. The question I am 

raising is e metastatic setting when you have 

54 2c, that is the robLematic area, and is there 

scything t at can be one respectively to IneLp 

sort out that ilemma that ycpu see every day? 

R.. etting to Stacy"s 

gTxxiAt J r thin you could look at al.1 ranges of FISH 

c if you h ibility criteria bein 

zither IHC 2 or 3+ or FISH ositive an actually 

kid assays on both, you would get a ran 

DR. ut in a netastatic trial, if 
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you are going t:o randomize and you have a FISH 

ositive patient you have ta give them Herce 

base on the survivaL data that is so compelking. 

DR. : Dr. George? 

I think that is some of t 

confusion. e ~a~d~rn~zat~~~ is presumab 

esigned not to answer directly t:he uestion about 

the FISH but it is leaking at treatment effects. 

30, it would e very ifficu3.t to randomize 

patients to so containing Kerceptin or not 

in those patient I would t ink that would be 

~rn~oss~b~e~ But a single arm study involving 

WOUl get you good answers about a cohort 

3f patients a d in a certain way, al-I. the 

sontroL measurements done and a.U those kinds of 

s that axe usu lly done in clinical trials, 

and respective, it OUl enable you to sort out 

these Do these s do differently given 

this c~rnrno~ t erapy an this trial? That would be a 

very interesting study. 

DR. ~~~~r~: 1"~: would have to be very 

large to control. for multiple rognostic factors 

that also operate an we still arenft sure how they 

interact wit is result - 

DR. ~~R~~ST~~~~ 1 am oing to go to the 

MILLER REP~~~~~~ CUMP 
735 8th Street, 5.E. 

~~~~~~g~~~, D.C. 20003-2802 
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fourth question because 1 am not sure we are going 

to come up with any definitive answers. r don? 

now that there are any today. 

Given the varia ility in performance of 

these assay, bot XWC and FISH, w ata and 

ass~~a~~es do oncolo i&-s need from the pathofogy 

oratory re ing the validity of t 

results? 

1 am oing to tie in the second, 

Che sponsor be require to make a ~~strna~keti~g 

ent to provide ore alanced infor ation and 

xaining to the oncoLo 

liagnostics? Dr. O"Leary, can I as you for a 

s to me th 

mswer to 4(a) ay drop into two parts. It. WOULd 

3e awfully nice if you were an oncologist to know 

that you re getting an assay that is one of the 

3ssays w~~~~ proved by FYM. for this 

~~d~~at~~~ for use. Certainly, that is a rni~~rn~m 

If you are not, then it is incumbent 

~tpon the laboratory to e information that 

demonstrates that t.U.s assay is valid for the use 

Ear which you are putting it, that is to say, for 

3electin.g patients for thera y as opposed C--J some 

MILLER REPORTING COMPRNY, TNC. 
735 8d-1 Street, S.E. 

i@ashingt on, D.C. 20003-2802 
(202) 546-6666 
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other adjunct use. That is just within t 

requirements. hat is a legal requirement now. 

There is nothing new there, although 1 suspect t 

requirement is not, in fact, being met, 

eyon that f if you have a laboratory that 

is getting 5 percent 3+, then there is probably 

something wrong t ut at a inimu , know 

Nrhich assay you a e getting so that you can go back 

zo the data that is there, given all. its flaws, and 

understand it. 

R. NERE ONE :: Other comments? LIZ-. 

Kelsen? 

2TLs is very difficul_t to do, 

but it seems to me this is real, opportunity to 

educate oncalogists -- I on't know QW many of us 

aware of the tremendous variability in t 

3ssaysI em to ask the question. 

3ut from the other si e people we heard 

from this morning -- I a nat sure how you do this, 

is to begin to control, Con-VinCe; f require that when 

2ome brew is one that you clearly label, that it is 

nome rew. 1 don"t know ow much fee ack you 

would get from a la oratory t oin a couple 

3f hundred of these a year, and move to a uniform 

standard. That might e one of t e most important 

MILLER RE~~RT~N~ C~~P~Y~ INC. 
735 8th street, S.E. 

~a~~~~gt~~, D.C. 20003-2802 
(202) 546-6666 
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ings tx come out of this. 

DR. ~~T~A~: Actually, the ASR rule, as it 

is now written, requires that there be specific a 

statement that A has reviewed that device and 

e test resuLt has been estabX.shed and is a 

~es~on~ib~~~ty of the testin entity that is 

offering it. So, that currently exists. I think 

I5 Ys point is that t e enforcement of SOme of 

these in the real, world may be somewhat less than 

perfect. 

DR. I: know the requirement 

!.?xists. erstand t at: quite clearly, but it 

seems at it doesrPt ha All that does 

:o me is say that there is a little it af a 

varning. QW I think it is a substantial warning 

articular indic tion at least, 

* : Dr. O'Leary? 

O'LEARY: Right, 

hat becomes very, very i ortant. IIf the war can 

set out in the oncoPo y community that there re a 

itimate uses for R2/neu esting and 

chat an assay t at tests for ~R2~~eu may be 

3erfectXy okay for its use as an adjunctive 

xxhnique in diagnostic surgical pat alogy and not 

>e at aIL1. acceptable for selection of patients for 
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therapy, 1 think this is a very i portant: message, 

s have very little doubt that the anufacturer will 

e happy to assist getting that message out to the 

oncologists because there is commercial advant 

to them in doing so. 

Kathy, as there been a 

session in ASCO in the last few years a 

sort of thing? 

DR. Apiary: X think this data is just 

coming out. P data was presented to the 

a few mouths go and we today, for the 

first time, sa the intergrou trial data. I was 

going to say that some of this t at we heard this 

that is what is important to 

There is t is lack of confir at-on with a lot, of 

these assays, and II on"t know how you woul word 

it or how you would do it, ut I think the 

practicing oncolo ist isn't aware of this and it js 

irery important, especiaily for the breast cancer 

survivors because that is what 1 am worried about, 

that the wrong treatment in either direction is 

bein offere ractice. 

DR. aybe that really is an 

issue for ASGO to take up. Dr, Lippman? 

~rFF~A~: I had the impression that 

MILLER REPORTING ~~~P~~~ INC. 
735 8th Street, S.E, 

Washington, DsC. 20003-2802 
(202) 546-6666 
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YOU felt that the feeling in t e community is t 

FXSH will dissect out this muddy group of CTA 2-b. 

SO, do you feel like some comment needs to made in 

the ackage insert about the fact that we don't 

have evidence to cLearXy show that it does since we 

are oing to put it in the package insert? 

DR. I am a bit concerned a 

t perception in the corn unity and proba 

would state it best an most clearly is the data 

that don't s ow that it does ave discriminatin 

ability in any IWC 2+ individual. to show t 

3x-e oing to o better or wcxse because they were 

FXSH positive or FISH ne That is not to say 

that it may not have t ability, but t 

has not een done and the data aren't ere. 

DR. A AIN: But then you have to state 

the ata is not there at SnH. for I 

DR. K N: It is in the la 

It is there for the time to 

p.c-ogression em oint ut it needs to be there for 

the survivaL en oint aho then. 

N: IIt is comin 

DR. NER r, O'Leary? 

DR, O'LEARY: There is one thing 1 forgot. 

IThe one other t iny you could pusfn on the community 

MILLER REPORTING COMPANY, INC. 
735 8th Street, S-E, 

Washington, D.C* 2QOO3-2802 
(202) 546-6666 
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to do is to find out whether your l.aboratory is 

enrolled in a ~~o~i~~~~~y testing ~~o~rarn~ 

it be for overexpression or arnp~~~~cat~o~ and, if 

so, how well that la oratory is doing, hose are 

reasonable things for an o~co~o~~st to know and 

that will. help drive laboratory performance very, 

very quickly. 

I: think we are done, I 

want to remind the committee that tomorrow morning 

n~e reconvene at eight ofcIock s because we have 

a full agenda. Thank you. 

at 5:57 pem., e pvoeeedings 

Mere recessed, to reconvene on T ursday, December 

L 2001, at 8:OO a.m. 

MILLER ~~~~~~~N~ COMPAHY, INC. 
735 8th Street, S.E. 

Washington, D.C. 20003-2802 
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