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brought us together; 

I 
we are working as a 

but more closely today than 

three years ago. 

know where this discussion 

but if you just think 

and there are some I2 to 

agencies that are involved 

U.S.D,A., FDA and EPA, 

e biggest ones. If this in 

if there's going 

it has to be 
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are going to be allogenic. 

we look at. 

ast year have said that we 

a proposed rule that this 

voluntary. In fact, it 

that the companies come and 

ey would put it on the 

ng in that area is that we 

e for label, and that's 

as to whether or not these 

foods sho.uld be labeled as 

label them without giving 
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" So it isn't that this is 

come some day. 

another issue in this whole 
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papers recently that say 

ast two dairy herds in the 

; one in Wisconsin and one 

hink it is. So that 

Also articles in the New 

oday recently involved 
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the concerns about the 

authority to regulate human 

point it isn't clear that 

ut safety concerns to the 

to the mother. But 

a lot more visibility 

: mention a couple of other 

I know I'm going on longer 
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That's all right. 

sexy and 

When you talk about the 

e,d things that have to do 

nd genetic modification, 

that some of the old 

mercury. / 
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problems,, 

that keeq 
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een with us forever, keep 

An example there is 

mercury in vaccines; 

sophisticated issues or 

some of these old ones 

pressure 

now havi 
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on the industry to get 

vaccines has succeeded in 

e vaccines that are 
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negligible level 
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i . with vaccines that either have I 

or it's at such a 

not a concern. So 

right direction. 
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scientific training, this 

still of major importance 

itment and retention. We 

g freeze that is typical of 

tion, and that's gradually 

isn't lifted fully yet. 

to talk this afternoon 

sity, so that's something 

opportunity to discuss in 

1 have some additional 

s about some things I'm 

that comes up. 

arn it back to you. If you 

r questions or we can do it 

Are there any questions 

A comment. 
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This is an advisory 
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1 he advice is this: Just make 
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on Action Items 
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on where we are with the 
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every time we meet. 
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tie didnljz 
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ave many action items from 

the last,meeting,# b t the ones we did have were 

quite substantiv~e!. First, as you remember, at 

the last meeting 'we presented an overview of 
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the emerging scientific issues that we're 
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facing at/FDA, combined with our resource 

constraints. And' t.xe Board acknowledged the 
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we're in, which for the 

be improving a little 

bit. 

aging and collaborating 
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And with Dr. 

and being very 

we've been able 

to tell you 

e've done. 

to talk about 
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1 ~ and drafted a dra,ft miemorandum of agreement 
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I: 
describirfg a piloit collaboration. And this is 

il a joint e,fort, 'it's very broadly written at 
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this point to allow~both hands-on research as 

well as yorkshops and colloquia in areas of I 
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leading edge technoiogy. And the idea is to 
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underpin both NSF's and FDA's efforts with 
I 

respect tid pioneering biomedical technologies. 
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boo both staffs, both from FDA and NSF 

the draft agreement that 

hoping to have it 

Division of 

Systems have 

for the ki 

field of home 

$a.rticularly trying to care 

and we have worked 

together o one workshop, and they're in the 
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alnother. So that's working 

well. 

7 nen we ha e a number of other 

projects,, much l~e,ss developed in scoped out 

with NSF;! 
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"scientisl 

end up be: 
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allow excil 

scientists 

And also iz 

be aimed ;E 

appreciatj'e 

are going/ 
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is to helF 

much like' 

literate. 

mention a couple of them. 

to do something called a 

s in resi ence" d program. It might 

ng called up something else, but 

name right now, which would 

anges een FDA and academic 

in a ty$ 
+ of sabbatical program. 

science I 
literacy program that would 

understand and 

iscoveries in science that 

:o impact 

J 

their futures, many of 

be regul ted by FDA. '<And the goal 

make kid more science literate, 

re try to make them computer 

d just, 'like to point out that our 

Center Food Safety and Applied Nutrition 
~ I 
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already h 

i: 

s such~ an effort underway, a very 

nice eff+ t deve~l~oped called science in our 

food sup+y. Th;e;y bark together with the 

Nat‘ional Scienc-e Tebchers Association and 
I 

developeda prog'ram~ for middle and high 
~ 

schoolerslthat help' 
I 6 

them develop safe food 
/ 

handling'techniques~ and enhances their 

knowledge about I, foe, safety-. 

/And the fi'al initiative is a broader 
I 
I n 

collabord 

:t 
ive worksops program that would h 

I 
enable jointly spon'ored workshops by NSF and 

II FDA on nes 1 

11 

technologies. And we've already 

begun disaussions of having a workshop that 
/ I 

would ,foc! ;Y s on geno'ics and proteomics. y" 
I 

'So there's ~a lot of activities 

underway, and we're,looking forward to these 

collaborations; I tink they're going to be 
h 

wonderful. 

have an effort underway 

with the epartment of Defense. We're talking 

to DOD on orandum of understanding, 
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ment between CDRH and the 

Telemedicine " k anced Technology Research 
I 

and, bd 

Center a, tr Fort D~elit r ich, to collaborate on 

'#, ~ scientifiq investiigations. And here we're 
/ I 

measurement methods and 

I wanted to -- another 

recommen from the Board last year 

suppor.ting research from 

ffice with seed money, and 

but that I was 

and you all said "Well, 

ask fob enough." 

we are doing that. The Office of 

and Communication got 

the commissioner to the tune of 

projects for this 

We had -- 

I know it 

the agency. We got 98 



. -,- 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

~ ~ 
34 

I 
concept Tapers flair that money, and we asked for 

I I 
i 1 22 of them to beedeveloped into full-blown 

I ~ 

we can fund at lle~ast partially; and we're going 
I 

for a few of the others. 

itls not a great deal of 

urred a lot of interest. 

here, so Ill1 say that we 

money next year. 

item that we had was 

to report u on the status of our 

for the Center for 

H,ealth, and Dr. Feigal 

so he's going 

where that effort is; and 

who is our 

to brief you 

What our Office of egulatory Affairs is doing 

to get th ir 

~ 

sci nc: e review underway; they're 
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just starting and I think your11 
/ I I 

find that very too. 

So I thinkithat was actually the list 
I 

of items.' I ~ As I .siaid, it wasn't a long list, 

The six that you expect to 

where will the balance 
/ I 

of that assuming you fund 

partially six, ey go back to individual 

agencies ito for the balance of 
I 

that money? 

DR. LIZ JACCOBSON: No; good question. 

I also as soon as we get the 
I 

I'll send it to all of 

kinds of projects were 

, ! I 
With the urn fney that we have, we can 

1 
fund four of completely. Two of 

them we're go back, we think 

that there opportunities 
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that look obviouisi to us, and we're asking'those 
I 

i I 
other two projec#s Lo do that. 

1 
'And thenwe have sort of an approved- 
/ I 1 
/ 

but-not-f 

I 

nded l~i~st that we're going to be 
i 

looking around flour other opportunities, either 

within the agency or maybe even outside the 
I 

agency. 

IrlR . LANFER . 
I 

Are there'any other 

questions? 

D I !R. FENNEMA: I have one. 

:You didn't mention -- I may have been 

distracted a moment -- 

Ii 

the Doris Hare testimony 

from the last meeti 

pi 

n 
~' 4 

g? 

IDR . LIZ~JAi,OBSON: Yes e I didn't 

mention iI because 
1 
't isn't quite finished. 

The Board was gitien~the full comments from MS. 
! , 

Hare, us r and also info mation 

i 1 

from the agency on 

d done ,th't we felt was relevant to 

he was raising. 
7 

And that's 

t 
lo the Board and we're sort of 

I I 
waiting to hear from the Board what your 
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Bob woulc 
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few days 

gotten b; 

depends c 

probably, 

terms of 

comment E 

response 

inappropx 

committee 

unless WE 

inappropr 

letter, t 
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were tom what we presented; and that 

ummari,zed in a written statement that 

to the commissioner. 

There was something sent 

have been at least a month 

that up with an e-mail a 

stgo I whijch some people have already 

Others -- you know, it 

people check their e-mail, 

a bad reference point in 

have something, 

I would like to 

because I read the FDA 

nd it would seem 

judgment for this 

directly to Doris Hare 

response was 
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what FDA has done. 

Well, that's basically 

what was done. But you'll see that in the e- 
/ , 

my f;eleling is I want to get 

I ; 
comm/elnts; I've gotten I think three 

Andi anything that people want to 

do the best we can. 

I haven't seen the 

But I agree with 

in cour't as we 

I felt a little -- that that 

respond directly to her; 
/ 

and I read the pabkage, and I thought it was 

very well 

it sounds to me 

like we'r ch of a consensus, both 

from that and the responses I've 

received. deal with that formally. 

k you both. 
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to make introductions, or 

Well, David Feigal, who 

Center for Devices and 

is going to talk about 

science review, and 

Dennis Baker, talking 

about the ORA Science Review. 
~ ' 

U'gdatdl on Science Review 

You probably all wondered 

how we review ethnology. This is a slide 

from the New York1 -- a little bit earlier, the 

devices up and saying 

a lot like their chip." 

step in the process, but 

than that. 

weld like to share with 

iew of our science 

programs. 

recap briefly some of the 



6 

8 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

~ I things that I 

I. an update and 
/ 

ensuring 

medical 

products. 
i I 

P 
s you knot 

II it 
little b t/ about :I 

as havin premar :1 

programs but tk: 

looking 

working 

product 

then a p 

preclini 

clinical 

d our F 

5th the ! i 

ram the 

ototype 

‘$ 1 or p 

1 informa 

to 

rf' 

io: 

40 

ted last time and gave you 

f the progress we've made 

$ of the science review for 

I 
IW 

It 

case and to share the 

science in a day-to-day 

o accomplish our motion to 

the public health by 

and effectiveness of 

the safety of radiological 

w d last time I talked a 

a 

I ( 

4: 

often we are characterized 

programs and postmarket 

e've developed a way of 

cts that really emphasizes 

ire life-cycle of the 

e that it's a concept and 

a product which has 

rmance testing, and 

if that's required for 
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and marketing, 

commercia and in fact it's 

a pipeline, and i:t' a multi-generational 

pipeline., ~ I 
I 

I I 
'Qne of the~things that makes devic,es 

both challenging is the fact in 

many areas, ,a given product will remain 

twelve months, 

it's replaced by the 

of that product. And that's a 

thinking about products; 

you have ito organiz the way that you collect 

compared 

pharmaceutical that 

many years with 

/[Slide] 
I 

product, 

you can 

I 

the life-cycle of the 

regulatory framework that 

the product. Early on, 
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designatic 
/ 
I 

a biologi1 
I 
I7 
/ 

we have, in 

per businc 

We often{ 
I 
/ exemption! 

a drug. I 

iI? 

process bc 
/ 

toward a$1 

advisory 1 

out on the 

mechanism2 

typical11 

postmarke 

product h 

alerts, t 

issues. 

he issues about "Whose product is 
I 

d ther$'s a process of asking for 

n of ab,ou' FJ is this a device, is this 

d is thiis a drug? 
I 

here are interactive processes that 

e actu~allb average about two meetings 
I 

ss day! with companies about products. 

iscuss~ipn investigational device 
I I 

d the devkce equivalent of an IND for 

,’ 

3 time goes on, the regulatory 

comes more'structured as we move 
~ 

licationsfor marketing approval, 

anels,~ and then when the product is 

~, w market,, e have the regulatory 

that begin with the inspections that 

occur about this time and then 

information that comes in. If the 
I ; 
I ' 

there may be safety 

recalls or other types of 
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frame the kinds of 

around the whole life- 

richer way of looking at 

and you realize that 

there's a lot of inlEormatio-n; the reason for 

lines is that it's possible, 

m.Jlti-generational product, 

he life-cycle to inform all 
, 

the 

other VJ ay of organizing the 
h 

cycle is to look at the 

es and actually other 

the life-cycle are in more 

they have been put close to 

issues su 

if it's a 

plenty of action, so early 

you're evaluating 

ility or toxicology 

for example. If it's a 

there is the 

scientifi about clinical trials in 

evidence; there 
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i I manufacturing and quality systems and 
I 

methods. i 

Ll! I 
! n the Period where the product is in 
II ~'1 

use, 
11 ~1 

you/have th~el o portunity to evaluate I 
b 

events and see 
P 

learning from the 

d events or recovered 

other types of 

and how we do our 

business, ensure the health of the 

total product life-cycle, 

it's something 

the manufacturer, there is 

And increasingly with 

role for consumers. 
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a review1 

Center. 

program 

efforts of the Cent 

you used the wo&s 

outside 

research 

percent c/f our bLdg 
I' 

o the fral 

you where1 we are'wi 

preparing for an ex 
I 

staff, the ex%er 

committee was 
/I 

no'in 
K 

trade ass 

that we use science in the 

rferent than the previous 

:h focused on the research 

!r. We in fact wanted to -- 

rood services, and to use an 

not just to focus on our 

;ich might be 10 to 15 

:t # but instead to look a% 

/ is embedded and 

her or not it's adequate 

re have throughout the life- 

ework is that we developed 

y CDRH staff, and 1'11 show 

h that, and then we're 

ernal review by non-FDA 

al review panel; and that 

ted from academia, from 

from other government 

members of this Board. And 

panel from industry that 
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the external rev'i;ew'board will be able to 
I 

and hear from that point of view 

Center's king process. The 

FDA does, and the thing 

on the hot seat for 

regulatory decisions. 

about things and don't 

people aren't terribly 

concerned Labout thi but if they're waiting 
I 

then they're waiting for 

us to makie a It's a science-based, 

ed decision; it's one that, 

the public has great, 

in part because 

Is a high level of 

to look at the impact of 

the decision maklng of the resources required 

to do the kinds cientific work we do, and 
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16 

18 

the regulatory process. 

to provide feedback 

decisions and to 

our organization learns 

from the iproduct ‘S h tat we review and are 

involved ith. 

/A nd we 
I I 

our preparedness 

Ii scientific chall 

last time of par 

together j bout a 

almost tw 

II 

years 

group tha 

II 

began 

and the senior 1 

about the' 'same % 

work on a strate 

review g 

/? 

e 
i 

~ 1 ou,d like to be critiqued on 

~ 1 Ifor addressing future 

napshot that I showed you 

the process. We put 

~ year and a half;ago<now, 

a science review working 

issues with us 

management. At 

beginning to 

f-e h y have been preparing an 
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internal /review Much of that process 

this document will be 

review group when 

the outline of that to you 

again remind you what 

some of the details of how 

resources for this 

will be the 

Because we wanted to 

science throughout 

we have such a 

the revie' 

we chose to take part of 

class of 

stimulators. 

and continue 

to utilia 

Center in this 

which has 

in the Center, across the 
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devel,opeT 
how we've 

issues at 

developed 

in prepa?' 

/ 

we made l1 

October d $ 

internal 

earnest i 
I 

of puttin 

r 

I 
a five yei, 

bit easie 

decisions 

those are 

can be di 

have 

the proce 

to look a' d 

/a pro 
I 

~for describing 

4 
dl 

r 

in 
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detail 

scientific regulatory 

of the life-cycle and 

the Center, and did this 

of the document. 

9 partof the process, you remember 
I 

to you in late 

we organized the 

they began work in 

and began the process 

togethpr the internal review. 

we are looking back at 

It's a little 

many of the 

that afe already complete because 

ic records or records that 

there's the ability to 

fully developed. 

not to really focus on 

some~of that will be necessary 

to the way that we 
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;i'on-making. 

ome concern .on our staff 

L retrospective second- 

1 were our decisions, and 

Lt, either. The intent 

.ook at the way the science 

.sion-making. As you look 

.bly see that there were 

.ere are some things in 

be better answered now 

IW, but that would not be 

.rpose is to really look and 

.ce e 

there is really 

was used 

back, yc 

some cl0 

hindsigh 

with wha 

the purp 

see how 

in the 'd~ec 

will p&o, 
I ~ 

I 
i” 

e use sc$r 
I ~ 

4 

'he tab{& f contents of the report 

mmittee will have will have 

in the background, there 

e I I 
xternali c that the 

Ll this stru ture; an< 
I I I 

that's o 

n of each of our offices; 

e organizational unit under 

e will describe the flow of 
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1 i 

1 

i 

3 programs / a how scientific 
/ 

decisionimaking ~iis made in the Office of Device 
I 

6 

8 

16 impact of; our 

18 

there's externalifrom our consultants, from our 

advisory committ from our leveraging 

is used in the 

51 

which has products 

or in the Office of 

which has our 

to look at the impact that 

We have had a lot 

how do we know that we're 

with where we apply 

has impact on the public 

not simply tracking our 

self-aware of the 
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focus on, and th 

committee member 

in this ea, is 
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I our other mechanisms. We 

where we think we have 

think we have gaps, 

ntify how the offices 

offices and the impact of 

lrmation in this 

lcess. And we'll look at 

.eeded to accomplish 

how the office positions 

'e . 

1 be presented as 

way of illustrating how 

in with the total product 

a basic paradigm that this 

,ulation, looking at the 

oking at the domains, and 

scientific work is. 

at we've chosen to provide 

110~s us to ask for 

any of w,hom have expertise 

pick an area that is 
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16 

18 

that they want to know 

in our document, we will 

cases that we 

think illustrates t and I'll talk a little 
i 

orks with the external. 

some of the 

review both the 

how we peer review our 

and select 

that's beginning to emerge 

ady to release the planning 

we are going to have to 

r organization from the 

and an 

equipment challenges that 

aware of; ours are no 

a current situation 
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an overview of what 

the external threats 

What do we do well and 

are improving, do we have gaps and are 

where to present, in a 

vision and the types 

we can use to address 

and problems that the 

that we address as 

well. 

back to this diagram, 

document. That will be 

Science Review Group 

June 21st. And 

this picture was on the 

around trying to 

I also cut and pasted a 

I/ e' picture -- and 1 t '2 hat be a warning to any of 

the rest of you, that have pictures up there. 
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)i 
R. NEREF: 

I I 
i hope your web site's 

secure. 

informati!on avai 

II process of going 
1 

all of th t. 14 

.ab 
/ I 
kh 

I r Pi 

I have not 

composition of the 

be final until 

in June. 

1 

@ 

i-n 
k 

I 
documents and we'll 

That's right, you need a 

our web site. 

as agreed to chair the 

actually the full 

committee, and I have that 

e. WeIre actually in the 

ough the SGE process and 

put on a slide the 

ommittee, because it won't 

t through that process. 

d to share with you our 

e of how we're organized, 

rnal science review. 

g an organizational meeting 

s meeting, a one-day 

vide internal review 

go over the interactive 
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review assignmenbls, and 1'11 tell you a little 

bit about how we' e going to do that. 

IThen in'au y t'here'll be an onsite 1 

!I ~ CDRH site visit, an 
I d the first day we'll focus 

24 on the E 

part of tj 

we'll actually do that 

our Twinbrook facilities 

where WE ! 
/ 

mid-life 

have the 

working 

the Offi 

one of t 

life-cyc 

meet and 

parts ir 

assignme 

medicine 

well -- 

I !n' 

boratory programs. 

we will focus on the 

Boulevard where we 

that building or staff 

approval process, 

Evaluation. 

Day threed we'll work on 

s that works late in the 

be an opportunity to 

staff in the different 

as we support this. 

do I mean by interactive 

is a process in internal 

the surgeons, have it as 
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Typically'what's 

of a case and th 

And the reason t 

you don't give t 

want to s e how 

if informatqon. 
/ 
;[SPideI 
/ 

/T~here t s 

would be ito ask 

do part 01 I the r 
I 

Trying to see wh 

make the /kinds o 

I 
IOne of 
I 

the middle one! 
! 

it's adv' Ii 
1 

1 

ory pa 

that are roduct 

different/ focus 

I P’ 
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you present them part 

b pou ask them to discuss it. 
I 

eylre on the spot is because 

e , m all the information; YOU 

I’ el 
I 1 

they do with partial 

t: 

b 

one of 

~ ~ 

th ese published every 

IngLand Journal called Clinical 
I I e h , 1,tions. The surgeons often 

y-mortality reviews. 

felt would be interesting 

!I e,committee in some sense to 1~ 

w wearing our shoes. 

would be like to have to 

cisions that we make. 

tei e that's very familiar is 

we're doing that today, 

although advisory panels 

have a little 

this committee. 
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the organ: 

provide a 

committee, 

and part /( 

looking ai 

and experl 
1 

That's a IT 
t 

it's one /t 
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fair am041 

I qf 
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jh 
I It 

will do I$ 
I 

know the ,I 

came out, 
/ 

the cornmilt 

decision-n 

how do we U 

how does t :, h 

/ 

in the li~f 

i0 

Ii 
3U 

‘I 

w 

1 3t 

s 
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e of the things that we will do at 
1 ~ 

:ation& meeting is that we will 

material for an advisory- 

ion to the Advisory Panel; 

we'll actually be 

scientific machinery 

to get to that stage. 

of our operations; 

us in the press and a 

is fairly familiar. We 

.s on !an issue that, as in,a CPC, we 
1 

we know how the product 

over this. But we want 

a feeling for the 

.king; ~ and the emphasis is really on 

se scikn e in making decisions and c 
I 

.is happen at this point? 
~ ~ 

lidel ~ j 
I 

the first day we do something early 

-cycq - As 1 mentioned, we have two 
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I 
where companies 

I develop a prod 
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What are /the thi 

so 
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the kickoff meet ii 

concise c!$se. W 
I I 

in our shoes and 
I I 

the company, and 
I 

/ 
got a new produc 

questions,. What 
I 

,I 
I 

/ 

Th 

pa 

ct 

CJS 

ne 

ps 
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10 

we 

. 

do 
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or 
I 
lit 
1 
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P How much animal work do 
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verage, with companies; and 

beled "pre-IDE 

se are the early meetings 

are talking about "How do 

What are the issues? 

that I need to do?'! 

of the things we will do at 

again is to provide a 

11 ask the committee to sit 

interact with us, one with 

11 say "All right, we've 

These are all our 

we have to dot for 

hat do we have to do for 

we can get into human 

safe to do first --?s 

3 these in a way that we 

recess as we go through it, 

f I think we'll be able to 
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ife a little bit more. 

in the life-cycle, we'll 

we'll give the committee 

some background 'on a product that's having 
~ ~ 

: I 
problems ;and need to write a safety 

fessionals for. 

ctually convene them; we 

committees, they're drawn 

across all th,e 

disciplines, looking for what kinds 

kind of a 

the events that 

e will make available, as I 

industry who have worked 

eBve approved in this area 
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meeting we'll discuss with 

is for doing this. 

ike to interview industry 

about, the3i.r impressions about how the process 

interactive thing is we 

In this area 

where weIN years of all the 

develop a listing of 

work in that 

and we will 

in the time between the 

and when they arrive, to 

If they wish to 

see our 

would like to see an 

if they would 
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governmen 1 emplo 

with confidentia 

invite the commi 

, 
anything /they wa 

! / 
because i!f we ju 

we'd put 

we' 

how to do this. 

come on firs 

audits; sort of 
I / 

situation, we go 
I 
I arrive, qe tell 
I 

see. And we wil 
I 
I that to us. And 

Ii go over t 

? 

ings, 

that are better 

decipher from th 

systems. 

But bas 

like to show you 
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ees and will be able to work 

i dlcuments, 

0 

wesPP actually 

kee to ask for and to Book at 

1 
~1 

'n this product area -- 

t presented the cases that 

worry ourselves that 

forward . 

ork with the committee on 

will notify usb when they 

I I I day'is much the way we do 
I 
't'zing ourselves in our own' 
r 

to a company and when we 

hem what records we want to 
I I 

i.nvite the committee to do 

ve'll make staff available to 

nd there may be some things 

verbally than you can 

and other kinds of 

gotB and anything 

i I 
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the commii tee is 
it 

where thy I' have Y 
ISo fina 
/ 

external science 

external / iti oving 
/ / I 

we think, robabl 
i7 

and they ill pr 

I would si'y that 

levels 
a 

ofl effort 

people in the Ce 

Ed worked an 

1?1 

broug 

gain, 

ms are 

us on 

+ 
I 

h I 

n 

I lr 
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Lpertise , we'll show them. 

fy we will end up with the 

d we'll have an 

they'll present that, 

fall to this group, 

have recommendations to 

and you will 

and we will work through 

a hundred 

have contributed and 

o:this process. 

h@pe is that we really will 

why science is 

we do, and invite 
~ I 

r at h you think our challenges 

4 1 ou're also welcome to 
I l 

we do well -- and this 
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is to be 

an outsid 

self-criy 

There has 

that proc: 

with the / 
I 

Nerem for; 

E 

experienci 

new devic, 

I 
consideri/ 

would put/ 

computer 

regulator, 

proposals 

report thi 

Burke, so' 

e 
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a exercise really where we learn from 

ur own internal report. 

from even doing 

35, and'we look forward to working 

Dmmittee this summer, and thank Dr. 

lis willingness to chair it. 
I 

a ) with'th,t, let me stop and see if 

sstions. 

t. LAN+: Questions? 

!. DOYLE: David, with the wealth of 

that the agency has, and review of 
I I 

3 and the like, is the agency 

ZJ developyng a computer program that 

1 ~11 this Tnformation into the 

Id assist them in making these 

I ; decisions? 
I 

!. FE1 'AL: G There have been a lot of 

Like ,!I, . hi ~ It would be nice to 

2 we had lot of progress; but Greg, 

ay know, who is the. 
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Division Directorof Oncology, had proposed a ' I 
1 ~ ~ / 

self-reviewing safetyisection for drugs some 
1 

years ago:, because the way you collect safety 
I 

informatioin across products is much more 
I 

similar than effectiveness; and he felt that 
I 
I 

"Well, if' you just organize the data ins' -- he 
1 

was even thinking in those days of just on a 
I 

spreadsheet, you could write macros that would 

generate s!ome standard tables and would 

calculate, rates all'the same wayi and the 

reviewers wouldn't have to start so much from 

0 scratch each time going over safety reports 
I 

done somewhat differently. 

I~ think that -- YOU know, our steps of 

thin k has been a large effort in 

all the over the last decade to provide 
I 
about how to submit 

reviewable. 
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particularly in 

the Cente~r for Diug 

pi 

and Biologics, the first 

generation of cotipuleriaed applications that 

come in. learned that just being 

paperless, cessarily make them easier 

to review. them much bigger. It's 

A often easier to sub,it a giant computer file 

than it is to senh ~ 

' a 

11 of that paper. 

So I think wesre running them 

together, interested in the 

kinds of you mention. We do not 

have much that's there yet. 

DR. LANGER: Ed and then Kathy. 

DR. SCOLNIOK: David, I first of all 

applaud ycur effort for doing this. I think 

th;:,":::,' a good ieview internally and 

of any s stem is a healthy thing to 
I I 

do; and tie do it actually on a regular basis, 

not just once at th 

'I 

urging of a science board. 

But I'd iike to make a 'few comments. 1, 

think the review t you set forth, there are 
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two aspects to any organization and 
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how it works. the process that uses to 

a 

it gets, and to the 

omes up with when it does 

u referred to the CPCs that are in 

the New Journal. I grew up in that 

atmosphere, in that town where it's published; 

and as pairt of mymmedical training we had 

somethingi called Al-en Street Roundsd in which 

residents and interns who took care of patients 

ublic wards, were reviewed 

resident and had to 

that as part of the 

in several 

Science Advisory Board 

committee' member,' 

review process, and that 

of the e I think it is a critical 
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necessaryi t o review both devices and drugs. 

It's obvilc >U s thati t Is necessary. The question 

is the quiz ity ofthe science that's brought to 
I 

bear on th ie proc&ss 
. 

And the peer review 

system thiz 

the qualii 

b 

you use is critical to maintaining 

of that process. 

e secor)d thing I would say is, 'h 

: 

1 

qc 

you've exj( 

I never ei: I 

any organs: 

for my enii 

b 

rounds at; 

Center pull 

group wha~i 

you've ma:< 

worst deci: 

years; tht 

that you'/. 

cetera, ii 

L ‘Z 

t i 

4 
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one would argue- that science is not 
~ I 

m uded fro the review something that 

luded in any review I've ever had of 

ation th't I've been in charge of 
" 

re life. 

think th a 

1 

t as we did in Allen Street 

ass Gene'al, you should have your 

forward in the documents for this 

are the ten best decisions 

in the 
I 
+ 

ast five years; the ten 

ions you ve made in the last five 

ten most controversial decisions 

made in the last five years, et 

a self-c 
~ I 

itical way that opens up 
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what the i< 

criticize/C 

or not anjc 

process, ;g 

1 

you need 

eventual1 

that can /: 

in the pull 

and radio/I I 

of that's 

t 

although 

that Iswe 

But I thi: 
/ 

tackling 1; 

identifyi] 
1 

and contra 

suggestidi 

k 

presenti. 

-I 

i: 
Y 

1' 3' 
Jl 

)I 
i 

n 

a' 

3' 

1 
I 

69 
~ 

roup has done, where you have been 

that is justified 

committee to get into that 
i I 

t cetejrh.. 

is the level of openness 

n the review process in order to 

end u&with a strong organization I / 

eally do an absolutely first rate job 

hit limelight for reviewing devices 

ogical'sa,ety. f And I'm not sure all 

really included here. 

The peer review is, 

be evident from the way 

he outline and so forth. 

k your su gestions 

I 

about actually 

ome of the controversial areas and 

g what ye think are good and tough 

is a very good 

of our 

ou and one of the reasons 
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we want t IO have $P 

committee/ gets a fu 
, 

the$!p; 
: 

iI :* helping ?ome up Wkt 
1 ~ ~ 

of how to continual 

DR. 

comment. L E R. NER M: I'd like to comment on 

70 

rganizational meeting with 

-- before we invite them in 

f is so that we can tailor 

hings and take advantage of 

se are welcome. 

c: In terms of 

Yb I would encourage you to 

our clients in a sense, 

d in the categories of 

alluded to, or other kinds 

hat so that the external 

1 view of all the various 

have enough information, 

and as you put it, the 

-making. 

rticipate with you in 

constructive suggestions 

y improve the process. 

Thank you for the 
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that. I ilike your 

I most controversial 
I 

another cl tegory.' 

:I may turn /out not to 
I 

decision,; but was c I / ~ ~ 
decision.! So yo$m 

David, in; terms of 
I 

DR. LAN$$R 
' 

DR. FEIGAL 

d beforehan . Actual 

comments 

71 

uggestions, Ed. It may be 

ople from industry to be 

committee, that in fact it 

he ten best/ten worstd ten 

- I'm not sure if there's 

en most difficult, which 

have been a controversial 

nsidered a most difficult 

ght think about that, 

,ow to select the --. 

I think that's excellent. 

r in your June meeting, is 

epic for discussion, or 

o the June? 

We can address that 

if 'I'd asked the people 

nce review process to stand 

t a third of the room. So 

e here to hear your 

ions. We do value them. 

Excellent points. 
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Doyle's q 

documenta 

several y 

because c 

at good Y 

underway 

Biologics 

for revie 

other asg 

you're nc 

instituti 

providing 

for. 

looking i 

analysis 

are consi 

process. 

pi 

; I 

!W 

ve 

ion, coils 

art of fan 

i ~ 
ars ago~w 

its rn&ss 

Lview pkac 

,ith the'C 

lets of~th 
~ 

working 

I nal me+Fr 
~ 1 I 1 

an in-dep 

‘a 

.d 

~ 

n addition 
I 

t 

3 

i; 

E 

1: 

1, 

1. 

I 
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rust a brief comment to Dr. 

llregard to review and 

3tiency of reviews. 

effort that we started 

i&h is still ongoing 

veness is basically looking 

ices. And that's currently 

nters for Drugs and 

&I team looking at criteria 

ljcense applications and 

review process so that 

n one reviewer's 

I but you're actually 

h analysis to what to look 

I there's an emphasis on 

e into doing more template 

I where certain categories 

rt of a standardized review 

ail of this is good and 
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issue of ettingipe'ple to continue to think is 
~ / 0 

B cause iso ' I 

ie 
ething is written in the 

~ ~ 
is there doesn't mean 

and a case in 

ize this point would be in 

where we essentially 

on how to review 

context of our 

ing' the death of Jesse 
I 

in the guidance 

to be updated and to 

that information was 

and the types of 

of'lessons learned from 

hese guidances and 
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ctices are essential to 

y critical thinking is 

in order to assure product 

ucts along; and it goes 

this board and what you're 

th is really developing the 

he scientific staff to be 

it's a c.ritical element. 

Also, picking up, 

about science and the 

of that to your review 

process, science is global; it's 

things about the field or 

think that one other 

that you might consider, 

er to do, but to give the 

ging some feeling for the 

review pqc/cess h i, 

also not 

t o,her sophisticated countries 

a health. 

a leader in science; we're 

that does science, 
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we're not, the only 
~1 I 

ountry that does.device 

reviews. ~ And mo&t people brought in to review 

a situation likethIs will be lacking in 

'I 1 knowledge1 of what~olher sophisticated -- 
/ ' 
' I 

sophisticated countries that have the same 
~ 1 

goals as /t,he U.S. D F IA does in their review 
1 

1~ j processes and whaf an be learned from them. 

~ I 
if you're really going to do it, do it 
j 
I ~ ' 

in depth In a wa$'tb.at people can really get a 

feeling flor it and make constructive comments. ~ ' 
/ 
p. 

I 
FEIGAL: Thanks for the comment. 

~ 
I think one of the things that we again will 

J 
i I 

work out ith the~c 

~ ~ 
them is what ~ I 

mmittee when we meet with 

types f things they would like 

that woul 
P 

I I make the best use of our interacting 

and theiri. actual,7 being on site, what types of 1 

materials would the 1 
i ’ 

’ a 

like as background, and 

what we'd] like to h ve as written material, 

opportuni ies to discuss that. 

we will certainly address 

that, and I thin w ]I11 work with the committee 
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someone 

8. 
committeeI. Beth Re 

the committee, will 

And we ce/rtainly kn 
1 I 
/ 

European Japaee 

present or,,i 

intereste,d, it's po 

rir 

$: 
I 

el 

’ 1 

f 

k 

anyway. ; 

put well: 
! 

counterpa t 

II 

fromi 
I 

critiquin us, ' 

a 
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to integrate that into 

5 and assessment of us. 

And David, am I correct 

rson gets approved by 

se things, there will be 

that's part of the 

at will be 'on the 

Actually on the 

erson will a,ctually be on 

be joining us from Canada. 

w a great deal about the 

e systems, so we can either 

the committee is 

sible for us to arrange 

We actually do that with 

agues on a regular basis 

ztually have -- my 

ada on the board, 



5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

I wanted to make 

ntroductions. Rita 

who is the Senior 

of .the FDA, and Kathy 

Biologics. 

this discussion I 

I th s over to Dennis Baker, 
t 

who 

is the Aslsociate for Regulatory 

Affairs. of regulatory affairs is 

force located in 21 

12 field laboratories. 

ng to be giving the Board 

esponsibilitie's of this 

expectations for 

0,f the comments we're 
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hearing II'd like:+0 

end. 

do have a quality~ m 

I 
with scie tific rev 

I 
do acrossi the agehc 

/ 
@s you meni 

componenti, or somet 

I 

enforcement compone 

to tell you, neit,e i-l 
~1 ~ 
*I what ORA 17s all abo 

blends sci!ence and 
1 

the 

the 

doing our/ basic job 

78 

actually continue at the 

Yes, we would appreciate 

nour infancy in starting 

c peer review, although we 

nagement system that wePve 

r District and we're taking 

OtiJ, which g,oes hand in hand 

ew that we've proposed to 

. 

ioned, ORA is the field 

mes referred to as the law 

t of the agency. I do have 

term accurately describes 

t. ORA in its simplest, 

aw in an effort to protect 

Ire constantly balancing 

ainst what the law says in 

onwide; we've got some five 
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regional offices1 19 district offices; 137 

resident 6 Office of Criminal 

Offices, 4 OCI resident 

laboratories as you 

have 13 laboratories; 5 

multipurpose in Seattle, Atlanta, 

Jefferson, Arkansas, Los Angeles and New York. / ~ I 
laboratories 

testing; and those 

Denver, Kansas 

chemistry center in 

Philadelphia, San Juan, 

so add that we have some 

Minnesota is an 

of our analysts in the 

of Agriculture Laboratory; 

The state funds 

the funds 

have to n reagents and so forth for 
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L.A.; the 

State of j( 

in our L.~I 

work there 

!I 

arrangemel 

Agricultuiz 

of work, ME 

with cit& 

Ir 

you about/ 

internatijc 

mentioned, 

We presenit 

and a coulg 

and we doj 

people. ! 

might sus k 

le 

7a 

I . 

- . 

'h 

:e 

' a 

18 

'h 

0 

In 

be 

.at wei do 

also~$a- 
I 

‘epartTTn 
.lifor; fa 42 

facilit 

en we 41: 
I 

with'th 
1 i 

Laborbt 
~ ~ 

I rticular 
I 

prod!/zt 

is reill] 1 
I I 

ur preSe ~ I 

al ii-~ bc 

we're~ho 
1 

4 y covk, 
I 

e of $&nl 
~ ~ 

his wi$h 

therel~s 

ct 0 A’ vd 
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e a similar arrangement in 

of Health people in the 

aktually collocate with us 

B and if we're doing joint 

o have a partnership 

Florida Department of 

ry and they do quite a bit 

y in the area of dealing 

doesn't adequately tell 

cc though, because we're 

.v= As yousve all 

in an international arena. 

bout 170,000 domestic firms 

red thousand foreign firms, 

a total staff of about 3200 

2 challenge here, as you 

as Dr. Schweta mentioned 
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I I 
I 

earlier, we alsoi 'a‘ ih coming into the ~CDUI 
~ ~ 

channels I~ and that': ~ / 
~ ' we do a vjariety of . 

/ ~ 1 
1 products coming lntc 

I 
they meet: our St&d< 2 

rh the qidr 
I 

I 
quite a ml nagement 

time, we /have ju$ 3 

I I ~ 
managemenjt struc~br 

I 71 
~ jy couple of/ years. 

~ districts: there, 'r6 

3 of the j5 regional 
I 

new. I 
/ I ~ 
so that{+ i 

from the 

d: 

81 

eito look a% the product 

try through import 

working with Customs. So 

hings in evaluating the 

the country, make sure 

rds. 

t of all this, we've had 

hange. As I mentioned last 

bout changed the entire 

of the field in the last 

u're looking a% roughly 19 

of them have new managers. 

directors are relatively 

nother challenge we've had 

arena of ORA. Not just the 

e're d,ealing with gearing 

well, Thatss both good 

of new blood, new ideas and 

a challenge to get them 

niform and consistent 
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[ lide 

centers. 

although ilooking 

Iem not sure about 
~ 1 

products.! 
I 

j(Laughter) 

V be do ha e 

responsib,ili%y to m 

that are 

82 

Iroad responsibilities. 

we cover from the various 

D. ( 

Ii ( 

1 

_, t: 

make sure everything, all 

3ics, medical devices are 

that we have safe consumer 

3gucts f safe and effective 

holesome sanitary foods -- 

that candy and ice cream, 

he wholesomeness of the 

2n enforcement 

ke sure that when we have 

not going to comply that we 

liance, 

e 

S 

Ly segment our program 

broad areas; inspections, 

iences; which includes 
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our analy~tical rns 

ORA's res~earch a 

compliancie and e: ! 
I 
/iI guess 

summarize this i 

slice of /ORA and 
/ 
t 

presented/ more o 
I 

the fieldi we'd h I 

horizontail slice 
! 
/[Slide] 
I 
bf tour; 

/ 

.[Slidel 

I We want 

conducts nd mak 

k: 

83 

i ,hods development. That's 

developing methods. And in 

a’ 

' J io cement activities. 

qasically the best way to 
I 

is taking a horizontal 

a look a% it. David 

a vertical slice; of CDRH in 

e to make more of a 

o do an evaluation. 

3 t hat's what we're going to 

o assess all,%hree areas to 

ey re functioning as we should 
1 

%ha% we have a fitness for use 

that field s%aff 

eterminations and conduct 

Basically that's 
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a look at this. Usual 

may include just a 

concept of 'fitness for 

and the suppliers of 

the scien e agreenng on the level of science 'd II. I ~ 

, ~1 I ~ 
decisions ahead of time. 

~ ~ 
And that's 

i,' ~ ~ ere. 
~1 I 

e'would expect that the 

the area, be it 

include the 

And other 

ur inspectors operation 

coming into the that has an unproved 
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pesticide!. 

can better make a hazard 

e consumer. This, however B 

development and 

n take some time and can be 

much do we need to get the 

to stop the product from 

what do we need to do? 

have to assess, 

situation to 

thing that we constantly 

change from 

We're constantly 

and what the 

us tells us. 

of policy procedure 
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as you might suspect. 

we have compliance 

import alerts and 

saignment memos from our 

centers, egulatory procedures 

manual, we 

such as USP National 

Formulary, 

reference 

methods. 1 

I 

program, 

And then 

analytical methods 

s AOACI's official book of 

I 
’ i 

our own quality assurance 

that I mentioned earlier. 

op manuals, fax data 

the intended use of 

of science necessary 

of our decision- 

/ 

bnd rea I~ ly in a senseb fitness for use 
I 

is an k customer-provider 

interact3 n. 4 Th Ed G c stomer who will use the 
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scientifiic data for some purpose needs to 

clearly airticulate the full scope and the 
~ I 

that that science will 

serve. 

the science, which 

of delivering the 

greed-upon specifications. 

is by design and 

and a negotiation. All 

is to be delivered and 

be used. 

even after 

because e,ssentially 

credibility of the 

the investigators, 
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