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thought that our 

really look at t.P 

estrogen, I think 

breakthrough blec 

alleged pregnanci 

confidence that t 

the oral contrace 

And they 

they wanted to ff 

statements about 

contraception. 

DR. LANC 

comments. 

Bob. 

DR. BUCI 

moment to return 

to explain a lit 

underlies it, at 

framework of a s 

legal issue. 

And thi 
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zonducting this study to 

: pharmacdkinetics of 

t h ey had a couple of cases of 

li n g and a couple of cases of 

3s d but they didn't have 

ne women were really taking 

?t+ves as prescribed. II 

were the main impetus because 

el confident in their label 

St1 John's Wort and oral 

ZR: We'll take a few more 

4NdN : I do want to take a 

to dietary supplements and try 

about the law that 

st within the limited 

lie h tist trying to evaluate a 

i a good example of where 
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science and law irectly interface, and why you 

framework 'that w these products. 

DSHEA is new regulation. Basically, 

areas: Health claims 

that are made dietary supplements and 

then also the of those dietary 

supplements. 
1 ~ 

There is 

has to. be met fo3 

those are differc 

We've gc 

where we're unde: 

degree of scient 

reached before y' 

products; what i 

consensus that m 

health claim. 

This prc 

challenged withi 

see things like 

a somewhat different bar that 

b'th of them, and both of 
0 

from foods and from drugs. 

into the situation now 

a tive review 

I 

on what is the 

Ei consensus that much be 

1 e [valuate the safety of those 

t h e extent of scientific 

st be reached when you make a 

is actively being 

court system, and so we 

help earson case and the issue 
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of First Amendme 

So it's 

burden of proof 

these decisions, 

acquire the data 

be able to make 

rigor of science 

what level the b 

of this is as in 

is it the law an 

subsequent inter 

court. 

And bet 

processl that in 

clear. 

DR. LAN 

comments: Mike, 

take a break for 

DR. BUC 

of Women's Healt 

Board or a group 

t ights. 
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very clear to us that the 

ie 4 with us in order to make 

an d we need to be able to 

th 
a 

t's needed and we need to 

ur e that it stands up to the 

b't it's still. unclear at 
l-l 

.r $. s going to be set8 and part 

an Y food regulation, not only 

1 t e act, but it's the 

jretation of those by the 

us 

: 

this is still early in the 

:er retation is not totally 

.ER* . 1'11 take three more 

Sob I and Rita, and then we'11 

lu ch. 
P 

Susan, does the Office 

ience have an Advisory 

advise them as to what 
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the priorities m 

bR. WOOI 

limited under, w 

probably, of hav 

Board. But we d 

generating both 

I think 

process and in e 

come in either i 

reach out across 

to external revi 

But in 

examples I did n 

not with an Advi 

a few people in\ 

organizations, V 

may not have eve 

women's health : 

out with three 1 

trials, product 

and outreach. 
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h 

1, 

,g 

hz 

,r 

n 

111 

:ri 

;hc 

ve: 

:rr 

1t 

3r' 

Iv 

ne 

W 

3U 

io 

af 

a 

3. And I think we're 

policy and statute, 

n unofficial Advisory 

e ways of I think of 

riorities. 

erms of both the review 

.ting the proposals that 

lurally or extramurally, we 

agency and in some cases 

: i 

of other priorities, for 

>n next week we'll meeting 

Board but with about quite 

3 -- leaders of health care 

IS organizations who may or 

rked with FDA, as well as 

58 to talk about starting 

ity areas -- clinical 

tY, and health education, 
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And to 5 

those three topit 

potentially all 1 

based1 but certa 

product safety a 

relevant to the 

be funding in fu 

But not 

process, but we' 

ongoing. 

DR. DOY: 

as a follow-up, 

the Institute of 

And if- you're lo 

that might be a 

input in terms 0 

would be useful 

DR. woo 

at -- 1 mean, fo 

with NIH's Offic 

the Center for 
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;art 'some conversations around 

s, two of which are -- well, f hem can be researched 

nl the clinical trials and 

pects of them are pretty 

yp s of research that we may 

ure. 

th ough a formal advisory 

e : rying to keep consultation 

E: Well, just as a thought, 

'V been very impressed with 

Me icine Food Nutrition Board. 

ki g at dietary supplements, 

'es b urce you could consider for 

p 
f 

ioritizing topics that 

.O b ursue for your funding. 

: Yes. We're also looking 

. dietary supplements we work 

Dietary Supplements and 

,lt+ rnative Medicine, I guess 
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is what they are 

So we d 

those places as 

DR. LAN 

Do you 

DR. BUC 

couple of commen 

and advisory boa 

DR. LAN 

DR. BUC 

advisory boards, 

couple of them. 

processes, and t 

clearance up, I 

level at this pc 

DR. woo 

DR. BUC 

restrictions abo 

you have to get 

allowed to add a 

1tss a 
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rel I 
1 

ER Thank you. 

an 

: 

to add to that? 

AN N: Yes. I've heard a 

:S bout advisory committees 

:ds. et cetera. 

ER: Microphone. 

Advisory committees and 

being responsible for a 

Th se are very formal 
e 

1 e tablish a new one takes b 

Jue s, S through the departmental 

int 

I * Probably to OMB. 

AN N: 
4 

It is under great 

:t a dding new ones. Normally, 

*id of one before you're 

to just bringing 
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people in, and tl 

about how they ci 

et cetera. 

So recon 

DR. NERE 

visiting groups? 

DR. woo1 

process we can cl 

basis because yo' 

you go through t 

therefore the al 

input, which in 

as well. 

DR. LAN1 

Rita. 

DR. NER 

comment directed 

Susan -- why am 

it sensitized me 

to review, presu 

I 
are used ~both in 

I 

er 

n : 

ner 

4: 

ns 
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is 

er 

ur 

ER 

M: 

tc 
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tc 

lah 
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are very strict rules 

3 used, who can be on them, 

.ing -- 

lan you have ad hoc 

‘es o I think that*s a 

Lt widely on an informal 

z't limit your input unless 

Jery formal process, and so 

stive is to get very wide 

zase I think is appropriate 

Bob and then finally 

Yes. This is really a 

David, but listening to 

recting it to you, because 

the fact that in the CDER 

y there are devices that 

and women where in fact 
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there may be 

to be part of 

science k~nowledg 

incorporated int 

DR. 

In fact,, tl 

cardiovascular medi 

higher complication 

in men. 

There a-e L 

rates of results fr 

women versus men th 

by premorbid con d it 
So there are man Y i 

there are also m ny a 
access 

do the review we 

IDR e 

examples 

1R. NER M: 

t 
where w c 
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differences, and that ought 

e look at, is how the 

out those differences is 

e review process in CDRH. 

That's a good point. 

?re are examples in 

ine where devices have much 

rate in women than they do 

lfferent effectiveness 

m valve replacement in 

t aren't totally explained 

ons at the time of surgery. 

sues here as well, and 

issues about differences in 

nd women. 

Well, I'm saying is as we 

ht to -- 

Yes a 

-- at least have some 

n look at that. 
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DR. 

ask for that kin b o 

in the areas whe k e 

past experiences. 

DR. LAN'ER Y 

DR. COL EL: 

: re-ask Ed's ques io 

been hearing is or 

of the kinds of :I ro 

addressed when, 

there may be som c 

issues that need~to 

metabolic rates a nd 

differences in w ig 
e 

That wo Id 

Agency, I and mayb t 

priority setting1 th 

#DR. SCO+NI 

I have never though 

been brought up, an 

interesting and om 
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We do look at that, we do 

information, particularly 

e've been sensitized by 

Last question. 

: I would like to perhaps 

I and ask if what we've 

of bottoms up perspective 

act, looking top-down, 

osscutting fundamental 

be established such as 

we ight versus -- gender 

ts and so forth. 

lems that need to be 

really cut across the whole 

at would give the kind of 

t you were driving for, Ed. 

K: I'm really apologetic. 

about it before. It's 

it's clearly an 

licated problem. 
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so if y' 

in this area, yo 

whole thing and 

that you're goin 

everything at on 

because I've nev 

I'm not qetting 

DR. COL‘ 

but from the per 

minute, let's st 

fundamental cros 

address each of 
I 

important. 

DR. SC0 

DR. LAN 

excellent. Good 

bhy don 
I 

and be back here 
I 

with everybody? 
I 
(A lunc 

h 

ec 

t 

e, 

r 

EL 

CI. 

NI 

ER 

t 

at 
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~going to refund research 

nd of need to look at the 

de what's really important 

fund because you can't do 

and I'm not able to do that 

hought about it before and 

oday. 

I would agree with you, 

tive of saying, wait a 

ack and let's look at the 

ting principles, and then 

issues that are indeed 

<: I agree. 

I think this is 

3 take a 40-minute break 

1:20. Would that be okay 

recess was taken.) 
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AFTE SESSICN 

I wanted to start by 

o make any public 

,that*twould Like to 

Then we'll just 

that we're going--to do now 

i&force 
I /‘ ‘L 3< 

‘I.: : :m. I.:: 
eparing to meeting Scientific, W$r: i .: -. 

I 
enges. This i 3 a con't'inua'~~oni',<~~!i 

,: i' 
: 

scussions we've had regardiing.'t .'~.A ,..,+ 1: _::g 1 .,. ii.'i i. ., i;. ‘L: ..x, '.8' ,h_,, 
challenges th,at FDA faces'." .'-' "..' 

., .)- 

~We've talked about recruitment. a'nd -, ,: ,I' ,,, ,: ,, 
I 

tion issues, but there needs,:to the* an 
_ .,I .:. 

I 
,:- '. 

sis'on training ; ;; ( .f 

‘;a.: series j .-.,. in: :; :.1: 1 'm,.:, 
;h-e. work ' 

: .',, : 

scientific 
I w k _: ‘c, -, 

or force and keep! pa*ce with 

ly changing technology. 1: ,~. 
:.: :', .-, 

premsented by Jim Heslin, 
:. 

F'DA:;Is'-training:, ,_: 
/ .k): ;, :..,J. '. : .-:.: I ~':I : j _: ~:-L .:.,: II: 

.: .,--. ; 
err is a burgeoning concept,' f'o'r FDA .'to 'I ,. : .,., 1 > / y$‘. I,. I' 

:: .: . 
Ir 
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address some of 

We'll f 

presentation by 

could see what o 

where appropriat 

Prepar 

MR. HES 

is Jim Heslin fr 

Resources and Ma 

I'm tern 

office of Dr. Ja 

University prop0 

Schwetz. 

We have 

need to share wi 

;DR. sco, 

minutes. 

'DR. LAN 

i(Laught 

~DR . SC0 
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he e training needs. 

11 : w this with the 

colnick, so that the FDA 

he r 
groups do and benchmark 

ng to Meet Scientific 

kfdrce Challenges 

Good afternoon. My name 

he Office of Human 

Services within FDA. 

or rily on assignment to the 
d 

ob'on to work on an FDA 
r 

al at the request of Dr. 

an hour, which I think I 

h 13 I-* Scolnick. 

NI ‘K: T You can have 45 

ER: It's flexible. 

r) 

NI#K: I'll take a quarter of 
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it. 

MR. HES 

you need to. 

My norm 

Agency training 

officer. Essent 

a small &taff an 

agency-wide trai 

Essentially for 

training. 

iThere's 

program that FDA 

information, sort- 
I 

here describing 

Formula 5or Achi 

and it's 'been pr 

supervisdrs and 

through <hese va 

lYou may 

looked adead int 

that the,last to 
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INr 'Well, cut me off whenever 

1 at the agency is as the 

jffjicer, the FDA training 

y what that means is I have 

sponsible for certain 

tin b policy and programs. 

1s I that means leadership 
I 

a common leadership training 8:. ;,. : - 
has and there'; some 

, 

! h,sndouts;' '- as. W'&'ll a.s a poster 
/ ? 

)ur FAME program, whi'ch i&the 

!ving Managerial' ExcFll‘ence, 

:tt I 

Y 
successful, and a lot of 

a lan,gers in FDA~hav& gone 

s courses. 

t e- packa,ge :., h i:;.-, ._ ; ,,.-: .-_ 
there,{!.& Ia'series of 
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questions. We have to wait until the end 

ns or to comment on that, 

so I would soone 1 h t'is be a discussion than a 

presentation. ~ ~ 
I I 

'There's ce,tain information I want to ~ i 

convey, 
I 

most important p 
" 

rp se for me it to gather your 

the term burgeoning is 

here we're at in terms of 

We're 

what is this thing tgoing to be, what it's going 

to look like, how itIs going to be structured, 

what's going to be included, and of course 

we're going to want to involve as many people 

in getting answers to those questions as 

possible.1 
I 
~(Slide. 

I ~ 
hing I'd like to do during 

the discussion h re is talk a little bit about 
e ~ 

the cone pts, d teristics and rationale for 
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an FDA Universit 
I 

develop an FDA U 

This is 

I also came acre 

but 10 sounded IT 

list all i1O. 

Also, t 

components of an 

that there will 

ideas for this. 

task will be try 
I 

and assign prior 

first. 

:And, la 

recommendations. 

'If ther 

have the opportu 

don't think abou 
I 

up with me later 

set up now. It' 

that out later. 

iv 

ju 

S 

ch 

d 

FD 

ro 

Ma 

ng 

ti 

a 

it 

i 

f 

BU 
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o' list the'10 steps to 

rsity. 

- something I came across. e 

even .s'teps‘ i'n' 'some- booklet, 

better, so I thought we'd 

scuss the possible 
/1 

University,:?: and :I, think 
i:. 8, iii?* y ,' .,, 

ably be no shortage of 
:I, 
:’ 

be the more';challenging I 

to organize those things 

s and do the right things 

I to solicit your ideas and 

3 things that you don't 

to comment on today or 

I certainly.you can follow- 

e do have a mailbox that's 
1 

au@oc.FDA.gov. I'll write 

you're free to send in 
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your comments or 

I wante 

current state of 

is a question th 

But, es 

generalize here 

Agency training 

is largely decen 

components, such 

training program 

but most of the 

occur at the Cen 

(Slide. 

Most ce 

as staff college 

they soon will b 

Veterinary Medic 

Safety are now b 

colleges to go a 

that most of the 

have. 

qu 

t 

tr 
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en 

ro 

'ff 
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&ions on that as well. 

talk about what the 

ining is at FDA, and this 

not' easily 'answered. 

ially -- and I'm going to 

my perspective as the 

c&r. The training function 

ilzed. There are certain 

our FAME leadership 

a!t are handled centrally, 

ning activities really 

and Office level. 
:, 

:, 
s have what they.refer to 

:_ ..; 
8.: 

nd if they don't‘..have one I8 

se the Center for 
;‘ ? 2 % 

and the Center for Food 
;j[:.. ;/;. : .:..I : L 

n~ing' to estaiblishf.staff ill.. ,, 
,? . 

with the organizations 

er centers and OkA already 

i 
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Just to 

being done at FC 

it, in the hands 

representative t 

Drugs course cat 

because it real1 

the scope and ex 

terms of the cou 

also the differe 

available, 

ko if y 
I 

want to look at 
1 

representative. 

that's going on 

'I've al 

messages Iwhich a 

I of the Ce,nters a 

the Center for B 

Devices, where t 

what's going on 

t/ organiza ion. 
1 

A r 

It 

lin 

110 

:en 

:se 

1t 

U 

:ha 

Th 
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e you a sense of what is 

,ther than tell you about 

backage, there are some 

1s including the Center for 

Ir which is interesting, 

.ves you not only a sense of 

of the training, but in 

~ and the disciplines, but 

lays that training is made 

ave an opportunity, you may 

, but that's,really just 

.t's the kind of stuff 

he other Centers as well. 

ncluded two simple email 

,epresentative of what some 

.oing, and in this case it's 

gics, and the Center for 

send out weekly updates on 

raining within their 



1 I think 

2 see the broad ra 

3 are described th 

4 I also 

5 brochure on our 

6 also a Skillsoft 

7 and I'll talk mc 

8 that's just all 

9 To give 

10 investment that 

11 least count, and 

12 

13 

did, actually it 

the American Sot 

14 Development does 

15 

16 

year, and aside 

challenging to g 

17 
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asking for, cert 

The las 

19 

20 

21 

who are dedicate 

on the Center an 

training staffs. 
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I 

YO lhl be impressed when.you 
u 

lge of training activities that 

IreI. * ,.~. 
uded a little handout on a 

?AM /Ez leadership training, and 

Di tance Learning initiative, k 

:e bbout that later. But 

. 

.] 

:he piece 'of the, pict'ure.:, 
', .-:i. : L ,i 

YO some idea o'f the: ' 

'DA has made in,train;ing, at 

for Training and 

a b enchmarking survey each 

'ro 
k 

the fact that itls very 

.th'r the information they're 

.in things came 'out. 

: r,port said we had 86 people 

to 

f 

traini,ng. These are folks 

0 fice staff colleges and 
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In addi 

additional peopl 

responsibility f 

coordination in 

and development 

all employees at 

training, and I 

that's occurring 

you do to somebo 

responsibility a 

upon yourself to 

do your job bett 

In term 

little bit dated 

may have decline 

flat; and that i 

on training. 

It's ce: 

figure, and I th 

extent the inves 

in training and 

io 

! c 

)r 

)ex 

)f 

FI 

:hi 

t 
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:r. 
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I 

ta 
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I ~ there were roughly 450 

FDA who had some 

raining, whether it was in 

odic instruction, design 

aterials. But in a sense 

are responsible for 

k that's one of the shifts 

at training isn't something 

but it's an individual 

11 that you need to take 

rn what you need to know to 

dollars, again, this is a 

d I understand the number 

ut it's certainly fairly 

verall, $12 million spent 

11y not a meaningless 

it reflects to a large 

t that the Agency has made 

lopment, but you have to 
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2 travel and per d 1 

3 largest cost of 

4 well as the cost 

5 so forth. 

6 Also, m 0 

7 
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engaging in the 

delivery of trai 

U 

n 

9 it's a tool and 1 

10 just a different 

11 training out. 

12 One are 

13 as we are doing W 

14 h 

15 

16 

initiative, whit 

different center S 

Regulatory Affai r 

17 h 
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University and t 

will be accessib 
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2'million includes employee 

which is frequently the 

ning in an organization as 

courses and contractors and 

and more centers are 

of technology for the 

. Key point here is that 

not the training, it's 

hodology for getting the 

interest is using the web 

our SkillSoft training 

kind of going on in many 

.nd ORA, the Office of 

is establishing a Virtual 

re building courses that 

by the web. 

wanted to mention that not 

.SlY, is going to be 

very on the web‘, 'but in 
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3 

certain cases from RlAls perspective and I 

shouldn't speak for but they have a 

widely disbursed au 

4 They ne d e fo get new information out 

5 to people quick1 . 1 If they can get it to a Y I 
6 person's desktop! y u know, for them, that's ~ 0 

7 the best way to o I f or certain kinds of 

8 training. But y u 0 h 'ave to go through that 

9 

10 

process of you know, what's really 

the best way to ide the training. 

11 So that s I i 
n a nutshell the state of 

12 

13 

training at FDA. There are a lot of training 

activities going on. It's more than just the 

14 number of people who are attending classes or 

15 the dollars spen 

16 There ther, more innovative ways 

17 of learning that ar 
e 

being used in the various 

18 centers. ~ ~ 

19 

20 

21 

(Slide.) 

What is an FDA University? 

Well, 
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1 part, that you need t'o tell me. I'm not coming 

2 

3 

here with a standar 

P 

'definition of what the FDA 

University would be. .We want this to be 

4 

5 

. -,I. 
something that is d 

: 

fined by FDA n'ot'.by some 

textbook or some ot e'r model. 

6 But the e r 4 re certain common 

7 characteristics. is that it is 

a organization-wide. This would be anFDA-wide 
:, 

9 orientation not spe 
~ c 

ific necessarily to any 0 

10 

11 

particular center o& office within FD'A. 
,' ,l', I .- 

What seems to characte,r'ize these' kinds 
:.. 

12 

13 

of efforts also is 'Z : 
he',emphasis i;on strategic 

/i : 
.) 

objectives. That is to say that',if the 
;I I- .. . . ,; ;,: : 

14 

15 

16 

Agency's strategic plan wants to focus its 
1: I ia: , 

; 
resources and effor the 

FDA University woul 

17 

ia 

19 

20 

21 

activities. 
,s 

That's to say that 'there.are 

certain other co crosscutting needs that 

could be address est centrally, anywhere 

from effective b ing techniques to Microsoft 

I I 
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Word, but the ke 

if you will, an< 

by the way, is t 

objectives of tk: 

and attention tc 

view of the lead 

This is 

collaborations a 

resources. Very 

it's in the tory: 

government are Y 

that is to say, 

shops out there 

organization and 

schoolhouse, and 

will emanate fro 

This is 

facilitative pro 

resources and th 

existing out the 

Again, 1 

te 

le 

1 P 

i 
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' to ~the University approach, 

this is still a working title, 

&IS on the strategic 

ency to bring some focus 

wh t's the most important in b 

rship of the Agency. 

al o a lot about fostering 

.d partnerships, sharing of 

fe 
w 

of these efforts, whether 

ra e sector or in the 

b al y efforts to consolidate; 

e'fe going to close up the 

he different parts of the 

it into a little red 

I 
al+ training and development 

t#ePe. That's not the case. 

go'ng to be much more of a 1 

es s trying to use the 

c pabilities that are 

e. h 

3mdon core and critical. Is 
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there a common need across the Agency, Ls it 

of the Agency? And in 

terms of critical, those things are the ones 
1. 8 I ,. 

that support. the strategic objectives- of the 

agency. 

extend the 

er L ity approach can also 

of training both in terms of 

just making availab e resources more available I 1 

to people whether it's through collaborative 

efforts or through the use of some technology 

approach or satellize'broadcasts or whatever 

the methodology nay be. 

Maybe a li,tle more importantly is why 
~ $ 

gain, it has a lot to do 

with bringing an 1 e ag ncy-wide focus. Two things 

that are the mos portant to the agency, and 

certainly the f sciences is one of the 

top things on th 
e I 

l'st, to help support new 

initiatives. 
~ ~ 

There a e r L 
hings that are coming down 

the pike that do 

n 

't have, in my wordsj, a 

----_- 



1 natural home, that it really doesn't belong in 

2 
1 

one particular cent r or another but rather is 

3 something that ils imp:ortant and really needs to 

4 -wide'level. Yet, as a 

5 practical matter, t'ere's no place for that to I P 

6 fit right now th ort of thing. 

7 An exam le is the agency needs to get ts ~ 

8 

9 

involved in trai of employees for 

accessibility -- access.ible to the 

10 

11 

12 

web; that is to if a person has a 

disability and t impeded from accessing 

the worldwide we do you need to be aware 

13 of? 

14 If you're writing documen'ts that .- 

15 appear on the we.3, -now do you write 'I 

16 

17 

18 

19 

20 

21 

differently, and there a.re different-: /' 5' !,I. 
'. 

requirements for that. / 
.I .I -' /_. 

So this is something that re'al'ly"is ..; 
i' 1:. 

common in crossc.Jtting, and I think w'ould be an 
,-. 

ideal candidate for inclusion i$ the'!'F'DA' ,. '; 

Univ'ersity and airily' 

225 
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Also to foster cultural change. I'll 

just use an exam le that I heard of. P ~ 
The ee Valley Authority has one 

of the oldest go er'ment universities. 
Y n 

There 

sector, increasingly 

government agencies ~ ~ 
are getting on board as 

well. 

But wha AU did is they made an 

intentional deci to foster the use of their 

own staff as ins 

university appro 

and they used their 

to train, to 

bring those 

own folks as 

so that they use their 

as opposed to, in the 

past, having gon o e u 
t and used various 

contractors and c s on ultants. 

That was sort of a cultural issue for 

them, and in order ‘;o make that happen, they 

used the TVA University as the vehicle to do 

that. I'm sure there could be lots of other 

applications here as well. 
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From ev 

FDA, while the 3: 

somewhat, there' 

resources,. and c 

more sense if it 

even simply from 

If you' 

or service, is i 

individual cente 

it on an agency 

better deal? I 

opportunities to 

find out what's 

can be made avai 

spread that arou 

FDA employees. 

Potenti: 

be involved in t 

training venture 

even sort of a p' 

well. 

bry 

Id9 

:a 

:rt 

S 

th 

e : 

: b 

.ev 

Lea 

se 

oi 

ab 

d. 

111 
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.e 

hing I've seen or heard, 

t may be increasing 

ways an issue of scare 

in thi'ngs 'just' se.em to make 

one on a central level, 

point of acquisition. 

lying a particular product 
:, 

tter to have; each I, .'. s* 
iJ, 1 '. 

that or if-lyou'w'ere to do 
.'jl . !I.' .; 

1; 
.:I 

could y'ou'~mayb'e, strike a 
,: . . , 

r I think there's. lots of .. 
:? 

, to do that,, and' also to 
I’ : 

J on in the',,agenc'y, what 
I ;,, c. 

t to other peop'le..and 
I’ 

And it's notonly,to the ,,I[ .:.I r.i .: 
'j/, '-:;. I ..' ., . . I: r 

; ., : 

an FDA University. could 
i! .I: % 1.. 1 

-ng for states, j'oint ;.: j. ';'- pi.-; in :.-:. ,. ‘. “. 

:h inaGstryj!’ a'nd :possibly 

: education component as 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

We also 

recruitment and 

are probably awa 

lot of us, inclu 

moving on in the 

so. How do you 

how do you keep 

You hav 

leverage you may 

leverage I think 

an incentive, bc 

order to encoura 

people -- especi 

have the skills 

Lastly, 

organization, I 

Peter Sangie and 

one, I feel sorr 

think that the i 

integrate learni 

that yousre in a 

se 

:et 

:e 

lin 

ne 

)ri 

:he 

t 

ha 

co 

:h 

111 

'OU 

to 

: y 

th 

'f 

iea 
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this as a way to aid in 

:ntion. I think all of you 

bf the numbers. ThereIs a 

r me, who will probably be 

:t five to seven years or 

Lg people into the Agency, 

best people here? 

look for whatever point of 

.e, and one of the points of 

.ld be an FDA University as 

.s a recruitment and in 

leople to stay. Those 

* targeted on those people 

want to keep. 

create a learning 

u've done any reading of 

Fifth Discipline, number 

r you. But, second, I 

in there, though, that you 

s part of your daily work, 

tinuous learning mode, I 

, : 
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through an FDA 

that point? 

Can I ask a question on 

*. .._.. ,I ,k, 

those points tha you're making, but it seems 
', 

And that 

scientific ad 

strikes me as 

one of your p 

ot to be a difficult thing to 

do, and I would hi:nk it would be a very 

that comment. 

Thank you. Thank you for 

are we do 

has to do 

one of the issues 
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1 

2 

3 

4 

5 

6 

7 

knowledge, and the apidly changing science, 

just that body of You may have a 

degree, come to wor 'for the government, but 

how long is 1,ly going to last? I mean, 

you need to to be engaged in learning 

and development in rder to maintain the life 

of that knowledge d to learn new things. 

8 Also, i n terms of the FDA University, 

9 why would you do ~ ~ it now? Well, one reason 

10 would be that there are new technologies out 

11 there now that 

12 that you could leve 

13 training more 

14 to folks. 

15 

16 

aspects that kin are on thag list of why is 

it a good time t 'it now. .' 

17 

18 mentione >uld 

19 

20 

21 

necessar ily be a bi 

fully it wo 

:iop, 

but hope 

maximizi 
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And cre en ialling. This is important 

to a lot of orga iz tions, and this is related 

to not only the re ibility of people doing the 

work of the Agen y 
c a 

nd being accepted and 

having their o-pi respected by others, but 

within the Agencb as well there is this growing 

need to establis b 0 c ,mpetency models curricula, 

some accreditati r credentialling process. 

In fact e center for during 

evaluation and r 
e a se rch has done a lot of work 

on competencies scientific reviewers and 

others, mentioned in that catalog. 

raining staff just recently 

won the Deming a from the Association for 

quality and prod which is a fairly 

significant grou nd the award is a great 

recognition, of some of the efforts 

that are going i particular in CDER and 

their work on encies. 

importantly is because the 

opportunity exis I mean, this is something 
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that Dr. Schwetz ha a particular interest in. 

There's been a lot f discussion going on 

3 

4 

5 

within the training community, and people have 

an interest in that: People,' are'.open~ to trying 

some new approaches. 
I I 

6 So I thbnk~the time is right to move 

7 forward on this, an d that's what we're doing, 

8 
!, 

overall process, 

9 that we 

10 at 

11 alr 

‘: 

:, 

ind of .tak'el .a look 
,.j:.. 

what the c.urrent state is. 

eady started thi 

12 

13 the 

That is,., t see, what 

agencies, do 

14 tha t are currently being on; ; 

15 

16 Try to 
i 

dentify tho se :r'esources that 

17 are shar 

18 pick the 

: '.. ;.I :; 1, ii . ./ 
lo$hanging fruit. 

19 

20 

21 

iertain t ‘i 
,i 

,hings'that are out 

there right now 

FDA University s ru t 6 ture. But we need to take 
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a look at what'5 

the next step is 

it -- is lookins 

state? 

How wou 

University? A 1: 

University? Wh; 

kinds of courses 

How would it be 

leading it? Whc 

So ther 

need -- and thiE 

for us right noa 

And the 

figure, okay, hc 

where we are to 

obviously, there 

roadblocks. HOVI 

Funding 

resources will I= 

there will be a 

L 

li 

it 

0 

> 

e 

: 

7. 

n 

) 'iv 

I 

th 

re 

at 

d 

gh 

w 

or 

rg 

wo 

‘S 

is 

a 

he 

ar 

do 

is 

a 

urn 

e 

a 
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'current state, and then 

lly -- and this is part of 

what's the desired future 

ou conceive of an FDA 

y-functioning FDA 

uld it look like? What 

programs would it offer'? 

nized? Who would be 

Id advise it? 

lots of things that we 

really where the focus is 

stly is kind of trying to 

e we going to get from 

e we want to be. And, 

going to be some 

we overcome that. 

3oin.g to be an issue, staff 

issue. I'm sure that 

er of things that we 
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identify, but a; 

to be able to PI 

some different ; 

the obstacles tl 

This is 

talked about. : 

quickly. 

But era 

Determi 

say, you know, P 

certainly end uy 

terms of the see 

strictly to FDA 

Will it 

than another? : 

state people be 

We want 

ultimate scope c 

beginning, and t 

included. 

And to 
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pa t of this process., we want 

2 f rward some alternatives and b 
?pr aches to overcoming some of 

It ': 
.&' idme&-i.f i..h..: '. 

the lo-step piece that I 

'11 just move through it 

‘I 

a vision; 1,; ,j-. _ -, > 
the scope. That'is to 

: c n start at one place and 
h 

in a different place, but in 

)e d is this going to be limited 

:mp oyees? b 

focus more on one discipline 

loud it? 1 Will training for 

)ar t of this? 

to get a handle on what is the 

j this or certainly the 

Len ultimately what might be 

de Ii tify stakeholders and their 
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needs, input frc 

would be very irr 

Also, d 

You know, you gc 

spent on trainin 

what. 

We need 

I'll speak for t-r 

leadership train 

great job of ask 

what they though 

course they love 

li 

* 

t 

and we've even b 

say, "NOW that y 

using it," and t 

The que 

often are, is it 

organization giv 

So we n 

comprehensive me 

h 

e 

that we're doing 

I t i's group is something that 
h 

)or ant to me. t 

vi ing a measurement system. 5 

babk'to the $12 million that's 

ff and h t e question is well, so 

to really do a better job, and 

rse f and my staff and the 
1 

-ng~ we're involved in. We do a 

.ng people walking out the door 

. 0 f the training, and of 

1 if-, and it's well received, 

Len brave enough to go back and 

,u’ 
r 

e back on the job, are you 

ley say, “Yes . II 

ti ns 

: 

that, don'-t get asked too 
._ : 

ma ing any differenc'e to the 

:n 
t 

he investment you've made. 

ed to develop a more 

r su eme 

the ri 

nt:'s 
*, 

ystem:. t,o m.ake su 
,,.~ : ..-: _ i.,:. ..' ! :,-- ,' 

things.'and',,d'oing 
,9' : ! , '. j. ,: : ' : ; 
. . 
: 

re 

it 
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the best way. 

The gov 

things that we'v 

this led. Is tk 

does that person 

from the trainin 

it somebody with 

somebody with al 

We need 

similar position 

candidates may b 

for this person; 

run the FDA Univ 

Clearly 

large staff, oka 

in terms of lear 

trying to foster 

and if there is 

doing certain th 

But this is not 

staff colleges. 

rn 

: b 

3re 

lo 

I a 

a 

. 0 

to 

wo 

:s 

an 

:rs 

W 

,? 
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co 

.n 

,ng 
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ng body -- some of the 

!e,n discussing is how is 

a dean'and, if so, what 

)k like? Is it somebody 

Id development community, is 

cience background? Is it 

that? 

be able to define what the 

.ld be and who potential 

rhere should we be looking 

I also any ideas on how to 

tY* 

Ire not talking about a 

I mean, I'm looking at this 

facilitators who are 

laboration and cooperation, 

ed and if it's appropriate, 

on an agency-wide basis. 

g to replace the center 
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1 They ne d 

2 important role, not 

0 exist. They fulfill an 

only in terms of what 

3 they're doing for t eir organizations now but 

4 what they can contr bute to an eDA* University. 

5 Funding st 

6 question comes upI 

ategy. Of course, the 

egardless of what we do, 

7 where is the money oming from? 

8 

9 

ortant enough,. is the 
'i 

up with the funds 

10 

If it's im 

Agency going to art 

centrally to : sup or 

11 direction that o/the 

12 and you go on a fee 

13 system where dif er f 
14 participate in sbme 

15 development acti it 

16 Develop pr 

17 tendency is to t h in 

18 will go in here;bu 

;’ 

thi.s. Do' you go': in the' 
'.= 

organizations. have gone i ne i 
': I:, , ,. .,, 1 _.,. 

fbr serv'ice..w;;:G;: -&$;:eFgeback geback 
._ '1. ; -.i-. ._ '1. ; -.i-. 

nt 0rganizat;ions ':p"ay to nt 0rganizat;ions ':p"ay to 
,:< ,:< 

of the training a-nd K .' of the training a-nd K .' 
j j :' (. ;' : 

es? ! : ,j il. “5. /. ,. 
ducts and services. The .., -, .;' () Zi/l 

yo'u .kn.ow:, 
,., -;.; j 1 'b 

I .tih'ich courses 

there's other' th;ings. 

19 

20 

21 

There are other k in s of relationships with 

colleges and uni V er ities, trade associations, 

even regulated indu try. 

n 
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ethnology strategy. I 

it about that in terms of 

tage of the technology, and 

eb-b'ased training. In 

ul. Some people hear FDA 

I well, that means it's all 

the web, and that's not 

. 

t to try to do is where 

sense to do it, b.u% it 

sense o 

which is a commercially 

training program, there's 

here, but Skillsoft will 

going to be a subs.titute 

ng* 

:e a blended approach where 

t that can be delivered 

ut in advance but then 

ogether later to explore 
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.~ 

So I've he rd organizat:ions,. in fact, 
:a 

one, and they're pa&t of HHS, where they 

decreed that the no longer do software 

classroom traini .that.it,~s.all go.ing.to be 

on the web. 

Well, I&ve got a problem with that 

because while it be inexpensive and have 

certain benefits terms'of 
,:I 

reaching out to 
'/ :' 

people wherever 

place kind of 

the any time, any 

.if I have a question 

and Idon't have can'turn to, that's 

and dry. 

be a component to send 

email messages and chat rooms and so forth, 

But there's certain 

things that I feel strongly are going to have 

to be done or connected in some way to a 

classroom. So web -zased training has its 

place. We just have to find what that is for 

FDA. 

And We want to be able 
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16 

to promote this, ge 

that whole process, 

collaborative as po 

directive at this p 

We want to 

people, organiza io t 

need to include to 

to sustain it. 

what 

had drawn a circlle 

somebody says, 

applies that 

That's not the c 

In 

should have an 

other circles, b ca 
e 

functions, 

going to stay in pl 

help other parts of 

DR. 
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support for it. And in 

m:ake this as inclusive and 

sible. That's my main 

int. 

include all of those 

S, individuals, that we 

et this things launched and 

t a conceptual thing on 

ook like. Originally, I 

round the whole thing, and 

wait a minute that sort of 

versity is running it all. 

each one of those circles 

or a,line to,each of the 
!: x 

se these are.train-ins 

nt functions', that.are 
j: 

,jj I’- ..,._ :I;. 
1. ,, _‘? 

xpa~nd,: and ce. and I r ml'i,sure .I;e 
,’ 

: j’j ; , 
*:.:i I,/ ‘, 
;, ;;!.. ’ 

/. : ii ’ 

the FDA Universit-y. i, .1 !, .' :.- 
What's the' Science' 

,. 
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Academy? 

MR. HES 

thing, that if t 

had talked about 

one of our trair 

an FDA science a 

solely on scienc 

It may 

this, that there 

science training 

it in a science 

The Lea 

the agency-wide 

talking about. 

like, well, that 

really have to b 

communicating a 

is and how it's 

people9 reactio 

ideas are. 

This is 

,IN: That's a conceptual 

ler k are -- because Dr. Schwetz 

it a couple of years ago at 

.ng officers retreat -- about 

:ad my where the focus would be e 
! . 

Ne t hat in the process of doing 

is certain common crosscutting 

th c t would make sense to put 

tea emy, d but maybe not. 

er'hip Institute is kind of 
s 

.ea/dership piece that I was 

Toulook at a model and itss 

S P retty nifty, but then you 

: c reful, a because you're 

.ot of messages about what it 

to function so we want 

this and what their own 

ju t sort of a laundry list of 
4 
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I 

1 potential things th 

2 outside of the A en 
b 

3 Dr. Henney, beta/use 

4 message, said that 

5 scientists from 

6 Agency for 

7 need to interact wi 

8 in academic setting 

9 people to do tha t t 

10 types of acti,vi+es 

11 inwardly-directe t 
d 

12 

13 

But the e1 

Again, the point t fo 

14 help facilitate k ho 

15 do it for the pa ti r 
16 Down in th( 

17 Knowledge Managemen 

18 referenced somet 

19 

20 

21 

fact that's lot 

leaving FDA. I h ad 
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It could be inc,luded. Going 

!y to your point, I know 

I saw this in an email 

ihe felt strongly that 

need to go outside of the 

and development, that they 

h their peers in industry, 

I .# and 

lrough 

so 

;ing. 

lots 

1, b 

she would e.ncourage :) ,j .' A.?; :..:,-i .' 
conf,er'ences~ lor other ?... 'T,* : .;;;;.y :: ;j;, ..2 1;. . . ,j '. ./ : 1' ;:,j i'tl s 'f&t,, all%,~~&.I(-x-,',, ', 

!,, ;:' >. 1 ,:. : s i - .'.I ,; j ! -; 
!:-J f -; ,:' 

:, 

of possibilities. 

"the FDA University is to 
: .‘,, 

e things, not ne'cessarily 

ular organization. 

lower right-hand corner, 

I and I think somebody had 

like this morning. 

ot of concern about the 

eople are going to be 

gotten a call from one of 
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the district direct r's about two years who said 

he suddenly realize 
I b 

his three key people who 

a hundred years of 

experience were all retiring. 
~ ~ 

And his co tern was, how do I download ~ n 

all of that institu ional knowledge and 
~ It 

everything that the 

k 

know so that it can be 

passed on to others. 

to get stuck on the 

jargon because nowledge management is sort 

of an elusive but to me it means 

trying to get a 01 
b d of what do people know, in 

some fashion sto r b in that, and making it 

available to 0th r e P eople who need to know it. 

component as well. 

Again, t 
I hese are just possibilities, 

and I'm looking Fori others. 

Who nee s to be involved in this? 
d I 

Who 

needs to hear from me? Who do I 

need to talk their input not only 

from within the cy but outside as well? 
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Are there other 

helpful for us : 

Also, P 

wouldn't want tc 
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kind of using tl- 
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conversation I 1: 
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21s of this that"w-ould be 

low about? 

should be included? You 

int on me to"come up with 

;ibilities, but every time I 

jut this I hear a new idea, 

:e looking ford what kinds 

)e included. Just what 

)A University. 

appreciate some comments on 

-uctured and led. We're 

.iversity model. 

p for me, I recall a 

,ith somebody' from the 

nd who was in a new 

sk was to help people 

ty system access the 

versity, and what he was 

rsity of Maryland system 

niversities, it has a 

It has all kinds of 
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resources. 

But how 
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educating those 
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you navigate through the 

.et to the people you need 

brn partnerships to help 

with me because that, in a 

: one of the roles of an FDA 

that is, to have that 

I have that person who can 

sharing of resources, the 

brograms, and bringing focus 

IS. 
.I 

f how can it.be marketed 

1, the FDA University is : 1 % 
>- . 

.'tle . We're:saying to 
8, 

protect and ,promote‘ the 

Is a pretty 'bold statement. 

o be that? 'ii don:“ t know 

,, 
‘.,. 

,-1 

much encompasses the entire i . 

.ited States..- i 
:; : 

g that you c'ouldl.suggest '_ ,.! 3, :,;,: : i. ,. .a, : ,Ti,.,,: .' : '-: I ,.. : i :; ; ., -;:~I >',. .- 
> ; ? I -:.- : li ,i .'. 
i, 
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that would be helpfl 1 for us to present this, 

2 to get people engagbd and interested in this 

3 approach, 

4 

5 

DR. 

comment now 

Did you want to make a 

6 MR. That pretty much brings 

7 

8 

9 

10 

me through my pa f this so I welcome -- 

Let me just get a 

logistical Would you rather go now to 

help guide this ussion or would you rather 

11 have questions? 

12 your own -- 
~ ~ 

13 It doesn't matter to 

14 

15 

16 

me. It's he Committee would prefer. 

I had one ecause he mentioned 

something that never heard of before, 

17 and I don't know an thing about it, which is 
~ Y 

18 I wondered what that 

19 

20 

21 

was. b ' I don't kn,w 
? nything about it. 

DR. LAN ER: 
c 

Okay. 

DR. K: Other than that, I'll 



1 do whatever you 
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3 

DR. LAN{ 

relate to maybe 

4 

5 

DR. sco: 

about the genera 

6 exactly in this 

7 

8 

9 

told him by emai 

and asked him if 

or people wanted 

10 

11 

12 

DR. LAN' 

DR. SC0 

so I asked him a 

13 

14 

15 

DR. LAN 

preference? Sho 

questions or wou 

16 

17 

18 

MR. HES 

you I to have the 

DR.' LAN 

19 

20 

21 

MR. HES 

question about t 

here 10 years, a 
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'1 have no pref'erence.. 

$R: Your talk will.sort of 

ame suggestion? 

JI,K: C My ta-lk ,will‘be talking 

It will not be 

as Jim knows. I 

the thrust of my comments, 

ZR : What would be your 

Id we have Joe and then have 

d 
Y 

ou like questions now? 

[NS I guess if it's okay with 

questions or comments now? 

1R Absolutely. 

LN: But to respond to your 

e taff college, I've been 

d [ve sort of seen a big 



change in traini t FDA, both in terms of the 

training staffs the kinds of activities 

3 people are invol 

4 The rganization with a staff 

5 

6 

7 

college was the er for Drug Evaluation and 

Research. 1 is being replicated in 

other Centers or has been. 

8 Essenti lly# a this is my perspective, 

9 

10 

it was transitio from the more traditional 

training staff t approach that, for 

11 example, include d 1 
e ployees as faculty. That 

12 was used as a re rujtment tool as well. 4 ' 

13 

14 

15 

the academic 

to do this, 

e people were coming out of 

nd they wanted to be able 

taff college was something 

16 that was attract"ve to folks. 
1 ~ 

17 staff coll'eges really 

18 take a broader p on learning and 

19 

20 

21 

development, getting away, 

thankfully, of just how many 

of these courses do you need, ho,w many of these .<. .: ; {. 
', 
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courses do you n ed and scheduling them and 

hope people show up. ~ ~ 

More d'on performance 

I improvement and bui ding competency models. 

And, again, I can't speak for the CDER 

staff college, but from discussions I've had, 

there's been a transition there and a 

refocusing. 

DR. LAN,C:ER :m Why don't we open this up 

to questions now. 11 can see lots. So we'll do 

questions and conmexts. 

DR. I think this is a really 

o as a lifelong academic, 

the necessitate -- ~ c s a lifelong academic, I've 

witnessed and be art of curriculum revision 

&ion that all lacked any 

outcome, and I noticed 

h that's sort of on o e of your slides, but it's 

really important for 'you to know where you want 

to go and how you're 'going to know if you got 

to where you want to ego. 
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So that is something that has to 

happen every year, every semester, however your 

time unit is, on an.a on and on. So you correct 

4 

5 

6 

what isn't worki nd replace it with 

something that So I think that's 

really crucial 

7 Following on that, I didnst know the 

8 

9 

10 

Center Staff Cal:-ege system, and you said the 

FDA University won' : replace it, but by 

definition a University 'is comp'rise'd of 

11 colleges. 

12 

13 

And isn't that an ineff~ici:e&use of I!, ; 
:*. 

resources if you don'ct exploit the. ta"lent, that 
-,I 

14 exists in these so-called colleies, a'id maybe 
I' ', ,, 

15 reduce the reduncanuy, because I!'would guess 
'1 '. 

16 

i 7 

there's redundancy among these col:leges. _ 
r$ . . . . '1 .; .; i i ._ -, 

You're probably m issing 
i-~ '. F,,, 

a ].chance to be";':& more j,' I. 
18 efficient organization. 

!':a : ..,:, ; .: : 1 

19 

20 

21 

What's the employee awa'rd for becoming 

a student of the FDAU? 

MR. HESLIN: What's 

: 
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know people have talked 

rough an FDA University 

e CEUs or programs that 

with colleges and 

uld go towards attaining 
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a 

ividual, I think it's 

ity, hopefully, of learning 

ncy, it's bringing focus 

o what that is. 

Are there things that you 

uld be an attraction to an 

hard for me to answer, 

to learn things. 

notivate an employee too -- 

be done during their 

is this a Saturday morning 

p.m. activity? If its out 

would motivate them to take 

s? Now I understand 
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1 

2 

3 

there's some 'motivations, promotions, 

and advancement in the agency, et cetera. 

That's reasonabl 

4 the training' will'go 

5 forward from vocati nal, 0 presumably, to fairly 

6 high level. AndI ~ so what's the reward for 

7 

8 

9 

people to become in this? 
;/ 

MR. hope'fullyii tthe're I, 1.1 i ,=-,,, ,' ,1 ,- .., i 
won't be disincenti in terms'of liLke when 

10 would a person do t I-mean; it's' c'ertainly 

11 

12 

13 

possible that do it: on their own ‘) 
time, but part of t commitment' of the Agency 

might have to be 

14 time to take cou:rse 

15 happens now. You 

16 

17 

18 

19 

20 

21 

now. "' ! 
i_ iI,, '. .,, ~; 

Are there other ideas- about *'that? :. ,. ;. I:/.,.. 
Because clearly 'this-is going' to',bt spmething 

': I. :.t. 
I. 

that continues to come up: You .,kn'ow',' what r s in 
'I 

it for employees, but also managers m.ay ask the 

. : i 
same question, what's in it for ,me', ',a'nd losing 
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a person's time wh: 

or costing me mane: 

DR. LANGEF 

mention, we're not 

break, but there it 

brownies, if anyboc 

said, we'll just g( 

DR. 'ROSENE 

made I think is crl 

management doesn't 

going to work at al 

management driven. 

environment dema:ndE 

to even, as far as 

jobs, never mind tc 

This is to 

people are self-mot 

don't have to convi 

they think their ma 

this, so you don't 

right from the star 
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e' they're away at training 

I'm also going to 

oing to take a formal 

food up there, like 

wants anything. That being 

around like this. 

RG: The comment you just 

ial to this. If your 

uy into this, it just isn't 

. It's got to be almost 

People have to see that the 

their continued education 

lrn concerned, to keep their 

get promotions. 

naintain -- I mean, some 

vated, and as you say you 

ce them to do this. But if 

2gerial staff isn't driving 

xve the environment right 

as to how acceptable this 
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is, 

that. 

for, the core co pe m 
levels of what we c 

where you progress 

have mastered even 

apprentice. You mu 

or take the courses 

within a certain ti 

that's set up. 

DR. I DAV ,S: 

this for sure. 

f 

hi 

don't already de 1 

training. If yo #Jr 

supervisor, you av 

skills. So to m " t 

What do s c 
e 

though, is I thi k T 

talking about tr t in: 

this to work. 

Yes? 

This is just a response to 
-... a.... ,. 

rn' that we won the award 

e'ncy program, defines 

11 master reviewer progress 

p in promotion and you must 
‘2 

:: 

o become li,k'e not% an : '1,. ii' : : : . 1 
t either hav'e tho'se skills 

to complete'those' skills 

n 

p :. 
e frame. So' that, is how 

,' ,:.;; i -St . . '; /i:' .!, (, “, -z-,.. ,'". j;- 
'I applaud't'he,broadness of ,/ 

is not something that we 

ith, getting p'eop-le 
ii.‘. I. ! 

-’ 

.going to become .'a- ' .~ ,. 
:! : 

to have certa.in 'course 

is isn't surprising. 

lncern me a little bit, 

len we first started 

157, I didn't envision this 
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broad base trair 

scientifically c 

things that was 

Academy, and whe 

like, well, we w 

to go with that, 

My cone 

staff isn't what 

cetera, et ceter 

My real 

we keep the peop 

competent given 

out there and gi 

cetera? 

So what 

don't do the Sci 

make sure in all 

offices, all of 

the packages are 

those of us who 
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b:ut rather keeping 

:tent. And one of the 

to the side was the Science 

:ked about that it sounded 

lit sure where we were going 

cetera, et cetera. 

for the Agency and Agency 

takes to be a manager, et 

e or gut concern is how do 

.t the Agency scientifically 

booming technology that's 

limited resources, et 

like to hear more is if we 

Academy, then how do we 

the Centers, all of the 

people who are reviewing 

.entifically advanced as 

following the documents? 

BSON: I agree with you. 



1 F 
:’ 256 

That is the big hallenge that we face and it's ,/ 
I 

2 what we talked at our November meeting, 
'. 

3 too. If you , you only have one catalog in 

4 

5 

there, because I 

nice catalog lik 

only CDERyputs out a 

6 a lot of the courses 

7 

8 

are very scienti 

training to give 

technical type 
: 

additional sk.ills in 

9 their particular discipline, whatever that is. 

10 

11 

One of of this University 

was that there ome courses, though, that 

12 an individual might have -- several 

13 Centers might ha e v a need for. ,,And we already 

14 have a little pi ot going in the Office of 1 ~ 

15 Science. Susie patrick has been heading a 

16 

17 

18 

series of course at are FDA industry courses 

on broad-based t s that lots of centers have 

interest in. 

19 

20 

21 

We've some on nucleic acid 

testing. some on sterilization 

technologies. sort of cross center 
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1 
b 
: idea is that's sort of a 

Le FDA University can do, we 

noviding that kind of 

boundaries. And tk 

template for what t 

hoped in terms of p 

specialized trai ir 

So we : r al 

1 
b I . 

y have scientific training 

number of venues. One 

lllege offerings. 

Id be the FDA University 

,sls I and then there are lots 

Jim had on the slide that 

classroom based or training 

her on-the-job type 

cal progr'ams, things like 

hole purpose of that is to 

1 
being presented 'n 1 

will be the staf c f Anotherwo 

cross center tra'ni c 

of other things tha 

would be not rea ly 
1 

course based but 

trainings or sab 

that. I mean, 

to address the needs that 

meeting in November. 

try to do something 

we described at the 

if., 
just-go 'on: record, !, : 

,.i 
Science-AcBdemy, I 

Let% me-, DR. DAV S: I 
saw the 

because I thought; it was 
: 2,. - 

ght or centralize' t 

then. When I first 

actually liked that 

an attempt to high1 

whole focus on stay ng scientif'ica"ll'y abreast, 
'. 

:  
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so I really don' 

liked it when I 

little taken aba 
. . 

this r we may not 

I see t 

structuring scie 

spending money, 

focused on stayi 

which you can do 

but the tendency 

money appropriat 

or whatever. So 

the way you had 

DR. LAN 

DR. NER 

better after Ed 

Ed's going to sa 

comment, and the 

discuss it or no 

The thil 

we talking about 

k 
258 

: re how you do it, but I 

! r 

:aw it on the slide and was a 

hat it was, well, we may do 

at 

* 

as a way of centrally 

lti ic courses, lecturers, 

across the agency, 

cientifically abreast, 

in a less centralized fashion, 

mi 

I 

ht not be to spend the 

!ly or the word doesn't get out 

I actually like the concept 

,t. 1 

ER Bob. 

M: Maybe my comment would be 

:co;hnick. I'm not sure what 

I s o I'll go ahead and make my 

W 
e 

can worry about whether we 

. 

jumps out to me is are 

uper college, or are we 
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University, and 

relate to having 

focus to support 

cultural change, 

hybrid technolos 

scarce resource5 

resources of FDI 

To aid 

create a learnir 
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I think 

somehow has to b 

organization. S 
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university, or are we 

u!t a research university? 

,ok at this one slide or 

I Why establish an FDA 

six points there all could 

oke centralized research 

initiatives, foster 

the context of em,e'rging 

t , o marshal1 and?ideplo,y ~, 
'. r I 1 

all know that t'hei?:,resea'rch 
I ii: .,:., - /. 
very scarce. 

litment and "retention, to litment and "retention, to 
,' ,' I. I. 

ganization, ganization, -:,we,;'re talking -:,we,;'re talking 
/ / 
. . ;, .'~ ;, .'~ 

Lenge being lhow t'o 'stay on Lenge being lhow t'o 'stay on 
,', ; ,', ; j) 'i .: j) 'i .: '. '. .1. .1. 
I I ,.' ,.' :,, :,, ' : ' : i i 

:arning 0rganiz~at;ion :arning 0rganiz~at;ion 
iI iI : .j : .j ,,, pi',. ,,, pi',. 

zegrated with,a ryesea-rch- zegrated with,a ryesea-rch- 
'L', ; 'L', ; , ,, ,_ ; :-:'- , ,, ,_ ; :-:'- .i .i 

at .I s my input ,. 1-Y”. ‘:‘I. at .I s my input ,. 1-Y”. ‘:‘I. 

i1.y >: i i1.y >: i 
: : 

Good -comment. ,,: ',. Good -comment. ,,: ',. 
I ,:; .- I ,:; .- 

/ / -. -. i:- i:- 

., :,- 
~ This'isnl$ a response, 
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comment is in part what 

is basically assuming 

dea, is one of 

what I havenVt really 

ussion and presumably you 

aluable employees within 

whether or not there have 

been real focus with the employees to 

eel their needs are from a 

Under this particular 

effort, not yet. s is really the first time 

I've come ou his discussion. But 

clearly tryi age as many employees as 

possible and r is going to be made to 

go to the various ters to talk to their 

staffs, I just nee to know who it is that I 

need to get to. 

DR. I'm a strong supporter 

of what you're d>inc-, as Igve indicated, and I 
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,, 
T 

f 
is has -been exp'ressed, 

1 

o,ebst of the scientific 4 

a major focus of the 

. ., 

it goes through 

a e you limiting this to the 
f ~ 

2 s ration. i t NIH has these ‘, 3 e 
1 

eeds, EPA ,'has the-se i ; 
1, '. ;: 

3e eeds, and ;many.'o‘,f:- those, 
/_j (.. '. r:: .j. .1 

__ here a're 2: lot~~i-~o~ generic 
'.: : 

o all of these org'anizations 

;pe:ific details‘ in the 

vould deal with many of these 

I 
,, 

I I 

L w whether that's a feasible 
0 

it seems to me you 

the economics of 

: : Thank you: 

I : / I I just wanted to make a 
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couple of observations. One program to look 

"t's a different model, and it was 

time,. but we havenIt told 

the radiological health 

program. / But that was a program that was 

as largely staffed by 

to the early days, 

but if you go back 20, 25 

find is that there was 

is was a type of work 

have learned in the 

it was reasonable to 

time for new career 

the Corps was a 

sent away for degree 

programs for 

it wasn't 

up 
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almost always mention to 

trained during your 

~I ” ‘. program, or egree during your 

program. 

a very active leveraging 

nd the universities that 

at graduate level, 

of programs. 

aled back and stopped 

ite sure it's because it 

if the public health 

as well. 

in that 

I 
particula'r area of how do we build the 

next generation b adiation'health physicists 

and other health' a time when 

we really lost and there's 
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ut I think that's an interesting 
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profess 
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Somethi 
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afraid 

viewed 

many of 

congressional planning, 

for every dollar, show what 

to 

and employees, gee, I get 

federal salary to 

omments about culture are 

T here are groups who have 

fter you'lve been to FDA 

he,perks is that you have 

d{i that yiulrk entitled to ta-ke ,, 1 

i$. al deve o m nt to work in the lab, if 

skill sets ..up ;i z 
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./ -I 8, 

our center is one of the& where~that's ..,I . -Q. ~-j i _ ~-- 
I 

,<‘.') :, b 
asi a luxur~y, al-d the problem $s' ,tha.t : '. 

-ii;: :_ ! :,.:- $c', 
-' I-i; 1.' :.lj -2:, : 

us have i.1 loxes we never ge$-tb t-he 
j ii /,:_ ,; '-1 ). ...j., ,I : :.%I. - ,, /- 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

bottom of II and th 

as well.' 

if y' 
~ 

somewhere in then 
~ 

always be sayings 
I ~ 

got meeti gs to Is 
! : 
~1 meetings I 0 go tb 

I 
aside and don't b 

I 

be commitment for 

priority, you nee 
I 

what make I us stk 
, I 

competent i! we nee 
I I 
iFor the!: 

these big time co 

beat up for faste 

sort of feeling 1 
I 

going to get them 

we've got to thin 
I 

find a waly to cre 

We also II 
I 

opportunities whe 

r 

il 

r t 

i 

h 

.d 

.e 

Id 

.n 

.e 

P 

r 

f 

t 

h 

d 

i 

265 
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