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thought that our

really look at the p

estrogen,

breakthrough blee
alleged pregnancies,
confidence that the

the oral contrace

And they
they wanted to fe
statements about
contraception.

DR. LANG
comments.

Bob.

moment to return
to explain

underlieg it, at

legal issue.

And this

I think

a little

rel

to

le

ER:

con

th

din

ptid

we

St

D
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ducting this study to

harmacokinetics of

ey had a couple of cases of

g and a couple of cases of

but they didn't have

women were really taking
ves as prescribed.

re the main impetus because

confident in their label

John's Wort and oral

We'll take a few more

DR. BUCHANAN: I do want to take a

dietary supplements and try

bit about the law that

nst within the limited

framework of a scientist trying to evaluate a

a good example of where
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science and law d
have to consider
framework that we

DSHEA 1is
we look at two di
that are made aba
then also the saf
supplements.

There is

hasg to be met for

those are differe
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irectly interface, and why YOu

science in terms of the

regulate these products.

fferent areas:

ut

ety

a

nt

new regulation. Basically,
Health claims

dietary supplements and

of those dietary

somewhat different bar that

both of them, and both of

from foods and from drugs.

We've gotten into the situation now

where we'lre under

active review on what is the

degree of scientifi¢ consensus that much be

reached before yo
products; what i

consensus that mu

health c¢laim.

This proces

challenged within-

see things like t

u évaluate the safety of those

the extent of scientific

st

t]

he

be reached when you make a
. B

s is actively being

he court system, and so we

Pearson case and the issue




10

11

12

13

14

15

16

17

18

19

20

21

burden of proof 1

of First Amendment

So it's

these decisions,

acquire the data
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rights.

very clear to us that the

ie

an

th

g with us in Order'to make
d we need to be able to

at's needed and we need to

be able to make sure that it stands up to the

rigor of science

b

what level the bar

of this is as in

an

ijg it the law and t

ut it's still unclear at
is going to be set, and part
y food regulation, not only

he act, but it's the

subsequent interpretation of those by the

court.

And because this is still early in the

process, that interpretation is not totally

clear.

DR. LANG

ER ¢

comments: Mike, Bob

take a break for

DR. BUCHANAN:

lu

of Women's Health 8

Board or a group

to

I'll take three more

., and Rita, and then we'll
nch.

Sugsan, does the Office
~ience have‘an Advisory

help advise them as to what
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the priorities mi

DR. WOOD:

ght

204
be?

No. And I think we're

limited under, well,rpolicy and statute,

probably,

Board. But we do

generating both our

I think

of having

an unofficial Advisory

have ways of I think of

in

priorities.

terms of both the review

process and in evaluating the propoesals that

come in either imtramurally or extramurally, we

reach out across

the

agency and in some cases

to external reviewers.

But 1in t

example,

erms of other priorities,

I did ment

for

ion next week we'll meeting

not with an Advisory Board but with about quite

a few people involved --

jeadergs of health care

organizations, women's organizations who may or

may not have ever

worked with FDA,

as well as

women's health groups, to talk about starting

out with three priority areas -- clinical

trials, product

and outréach.

safety,

and health education,
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And
those three topig
potentially all ¢

based, but certail

Sy
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to gtart 'some conversations around

two of which are -- well,

f tthem can be researched

nly

the c¢linical trials and

product safety aspects of them are pretty

relevant to the types of research that we may

be funding in future.

But not
process,

ongoing.

DR. DOYLE:

as a follow-up,
the Institute of

And if you're loo

through a formal advisory

but we're trying to keep consultation

Well, just as a thought,

I've been very impressed with

Medicine Food Nutrition Board.

king at dietary supplements,

that might be a resource you could consider for

input in terms of

would~be useful t

DR. WOOD:

at -- I mean, for

with NIH's Offic

[

the

jo

rioritizing topics that

o pursue for your funding.

Yes. We're also looking

dietary supplements we work

of Dietary Supplements and

Center for Alternative Medicine,

I guess
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is what they are

So we do

get scientific input

from

those places as well.

DR. LANGER:
Do you want to add to

DR. BUCHANAN:

couple of comment

and advisory boar

DR. LANGER:

DR. BUCHANAN:

advisory boards,
couple of them.
processes, and to

clearance up, I ¢

level at this poil

DR. WOOD:

DR. BUCHANAN:

regtrictions abou
you have to get

allowed to add a

It's a big

Thank you.
that?

Yes. I've heard a

s about advisory committees

ds

an

et cetera.

Microphone.

1 being responsible for a

These are very formal

ue

nt.

t

id

nej\

ctablish a new one takes

Probably to OMB.

It is under great
a1dding new ones.
of one before you're
w one.

hurdle to just bringing

206

Advisory committees and

s5s, through the departmental

Normally,
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people in, and there

about how they can

et cetera.
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are very strict rules.

be used, who can be on them,

So recommending --

DR. NEREM:

visiting groups?

DR. WOOD:

Can you have ad hoc

Yes. I think that's a

process we can consult widely on an informal

basis because vyou

you go through th

c

is

an't limit your input unless

very formal process, and so

therefore the alternative is to get very wide

input, which in our
as well.

DR. LANGER:
Rita.

DR. NEREM:

comment directed
Susan -- why am [

it sensitized me

to

d

to

to revie@, presumab

|
are used both in
) .

case I think is appropriate
Bob and then finally

Yes. This is really a

David, but listening to

irecting it to you, because

the fact that in the CDER

1y there are devices that

men and women where in fact
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there may be gender |differences, and that ought

to be paﬁt of what

W

science knowledgs

incorporated into

DR. FEIGAL:

In fact,

we look at, is how the

about those differences is

the review process in CDRH.

That's a good point.

there are examples in

cardiovascular medicine where devices have much

higher complication| rate in women than they do

in men.

There are

rates of results

women versus men

different effectiveness

from valve replacement in

that aren't totally explained

by premorbid conditions at the time of surgery.

So there are many

issues here as well, and

there are also many issues about differences in

access between men

DR. NEREM:

do the review we

DR. FIEGELj

examples lwhere w

(]

|
|
|
|

DR. NEREM:

and women.

Well, I'm saying is as we

ought to --

Yes.

-- at least have some

can look at that.
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DR. FIEGEL:
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iWe- do look at that, we do

ask for that kind of information, particularly

in the areas wher
past experiences.

DR. LANG

DR. COLWELIL:

e we've been sensitized by

Last question.

I would like to perhaps

re-ask Ed's question, and ask if what we've

been hearing is s
of the kinds of

addressed when, @

[0)

there may be som
issues that need
metabolic rates a
differences in we
That wou
and maybe

Agency,

priority setting

DR. SCOLNICK:

I have never thou

t

been brodght up,

interesting and g

or

n

to
nd
ig

1ld

th

gh

arl

om]

t of bottoms up pérspective

problems that need to be

Ffact, loocking topédown,

rbsScutting fundamental

be established such as
weight versus -- gender
hte and so forth.

really cut across the whole

hat would give the kind of

at you were driving for, Ed.

I'm really apologetic.
r about it before. It's

d it's clearly an

plicated problem.
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u're 'going to refund research

in this area, you k

whole thing and dec

that you're going t

everything at once,

because I've neve

I'm not getting 1

DR. COLWELL:

but from the perspe

minute, let's step
fundamental croggcutting principles,

address #ach of the

important .

DR. SCOLNICK:

DR. LANG
excellent. Good|
Mhy don

and be b%ck here

with eveﬁybody?

at

ind of need to look at the
ide what's really important
© fund because you can't do
and I'm not able to do that
thought about it before and
today.

I would agree with you,
rtive of saying, wait a
back and let's look at the

and then

issues that are indeed

I agree.

I think this is

we take a 40-minute break

1:20. Would that be okay

(A luncheon recess was taken.)
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DR. LANGER:

211

OoN S8 ESSION

'I wanted to start by

seeing if anyone wanted to make any public

comments. Is there

anyone that+would like to

make any public gomments?

(No response,)
i 1

DR. LANGER

continue with the a

Okavy. Then we'll just

genda as it is.

The session that we're going to do now

|

is prepaﬁing to mee
Challengés. This i
of discugsionswe'v
force ch%llenges th

%We've talke

N
retention issues|, b

emphasis5on traihin
best scientific wor
rapidly qhanging te
The FDA‘unj

to be presented by

|
| e
officer, |is a~burge3ning concept; for FI

chnology.
_vérsity;jan

Jim Heslin, FDA

|
3
S
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address some of
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these training needs.

We'll follow this with the

presentation by
could see what o

where appropriat

Preparing

Ed Scolnick, so that the FDA

ther groups do and benchmark

[¢)

to Meet Scientific

Workforce Challenges

MR . HESLIN;:

is Jim Heslin fr

Resources and Ma

Good afternoon. My name
om the Office of Human

nagement Services within FDA.

I'm temporarily on assignment to the

office of Dr. Ja
Univeréiby propo
Schwetz.

We have

need to share wi

DR. SCOLNICK:

minutes.

I

DR. LANGER:
(Laughter)

|
DR. SCOLNICK:
1
|

cobson to work on an FDA

sall at the request of Dr.

‘about an hour, which I think Ii

th Dr. Scolnick.

You c¢an have 45

It's flexible.

I'l1l take a quarter of
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it.
MR .

you need to.

HESLIN

My normal ]

Agency t;aining
officer.’ Essent
a small staff an
agéncy-wide trai

Essentially for

training.

There's|

program that FDA
informat%on, som
here deséfibing
Formula for Achi
and it's;been pr
supervisdrs and
through these va

{

&ou may
looked ahead int

that the [last tw

off

ial

d r

nin

ha

e h

our

evi

ett

main

riol

hav

o tl

- 8
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'Well, cut me off whenever
ob at the agency is as the
icer, the FDA training

Ly what that means is I have
egponsible for certain

g policy and programs.

that means leadership

SOMMON leadeﬁship“training

s and there's some |

andouts, as well as a poster

:FAME’progra%; Whi;histhe
hg Manageriaf%Egééliéﬁcé;

y suéceszul; andvé lot of
agers inFDAfhaVé gone

us courses.

e noticed,
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{W\ 1 questions. We dpn't have to wait until the end
o 2 to ask those gquegtions or to comment on that,
3 so I would sooner this be a discussion than a
4 presentation.
5 There‘s‘certain information I want to
6 convey, put certainly from my perspective, the
7 most impgrtant purpose for me it to gather your
8 ideas an% input because the term burgeoning is
9 good in Aescribing where we're at in terms of
10 the FDA ﬁniversity. |
11 We're really trying to get a handle on
12 what 1s this thing going to be, what it's going
i 13 to look %ike,.how it's going to be structured,
’i 14 what's gging to be included, and of course
; 15 we're goling to want to involve as many people
16 in gettiﬁg answers to those questions as
17 possible; |
18 (Slide.
w 19 The first thing I'd like to do during
e |
g 20 the discussion here is talk a little bit about
(&\ 21 the concepts, dcharacteristics and rationale for
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an FDA Universit
!

develop an FDA U
This is

I also came acro

but 10 sounded m

list all%lO.

Also, to di

components of an
that there will
ideas for this.

task will be try

|
f

and assign prior

first. :

t
i

And, lastly

recommendations.
ﬁf thers
have the opportu

don't think abou
|
l

up with me later|

set up now. It?

that out |[later.

Y

niwv
jus

ss

uch

FD
pro
Ma
ing

iti

W

a X

nit
B
s £

Bu

A Univérsity
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to 1ist the 10 steps to

ersity.
st something I came across.

séﬁénwétépé‘iﬁ'éoﬁé“bobklet,
better,

so I thought we'd

lscuss the possible

i
1

aﬁqj& think
bably be no‘éhbfgégéﬁéf
L T .
ybe the moie%challenging
 to organize‘those things

es and do the right things
/, to solicit your ideas and

re things that you don't

Yy to comment on today or

it, certainly you can follow-

We do have a mailbox that's
dau@oc.FDA.gov. I'1l write

t you're free to send in
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your comments or

questions on that as well.

I wanted to talk about what the

current state of

igs a question that'

But, essent

generalize here

Agency training

is largely decen
components, such
training program
but most of the
occur at the Cen
(slide.
Most cer
as staff college
they soon will b
Veterinary Medic

Safety are now b

colleges to go a

that most of the|

have.

fro
of £
tra

as

tra

ter

iter
Sy

eca
ine
egi
lon

ot

training is at FDA, and this

s not'easily'answered.
rially -- and I'm going to

m my perspective as the

icer. The training function
lized. There are certain
our FAME leadership

hat are handled centrally,
ining activities really

and Office level.

rs ‘have whatfthéy;iefer to
and if»theyjdbnft?have one
use the'Centér‘fo?

"and the Cenﬁer”fdr Foodyz

nning'ﬁd’est blis
g with the organizations

he;-centers‘énd ORA already

216
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Just to

being done at FDA r

it,

in the handout

representative thin

Drugs course catlalo

because it really g

the scopé and exten
terms of 'the course

also the different

availablé,

So if you

\
want to ﬂook at
\
represenéative.
|

that's going on

I've alg
|
|

|

messages 'which a
of the Centers a
the Centér for B
Devices, 'where t

what's going on

organization.

|

tha

in

5 O

e

re

iol

in

have an opportunity,

217

give you a sense of what is

ather than tell you about
package, there are some

gs‘including”the Center fqr
g, which is interesting,

ives you not only a sense of
t of the training, but in
but

s and the disciplines,

ways that training is made

you may

t, but that's really just

That's the kind of stuff

the other Centers as well.
included two simple email
representative of what some
doing, and in this case it's
bgics, and the Center for

send out weekly updates on

training within their
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I think yol'll be impressed whén:you'
see the broad rangel of training activities that
are described therel

I.also incluaed“;Jiitéiéuhanagﬁt én é
brochure on our FAME leadership training, and
also a Skillsoft| Distance Learning initiative,

and I'll talk more about that later. But

that's just all the piecefothhéééicéféi;;

To give|you some idea gf{ﬁhe§  |
investment that FDA has made'ih?trainﬁﬁé, at
least count, and| this is basedféhfa report we
did, actually it's almost‘twb yéarsaééﬁ‘ﬁqw,
the American Society for Training and
Development does a benchmarking survey each
yvear, and aside from the fact that it's'very
challenging to gather the information they're
asking for, certain|things came out.

The last report said wé had 86 people
who are dedicated to training. jThese are folks
on the Center and Office staff éolleges and

training staffs.
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(”\ 17‘ In addition,%theré were'roughly 450
b
| 2 additional people at FDA who had some
3 responsibility for training, whether it was in
4 coordinatioﬁ in periodic instruction, design
5 and development of materials. But in a sense
6 all employees at.FDA are responsible for
7 training, and I think that's one of the shifts
8 that's occurring, thatltraining isn't something
9 you do to somebody,| but it's an individual
10 responsibility as well that you need to take
{W@ 11 upon yourself to leérn what you need to know to
12 do your job better.
13 In termsg of dollars, again, this is a
14 little bit dated, and I understand the number
15 may have declined, but it's certainly fairly
16 - flat; and that is, overall, $12 miLlion spent
17 on training. |
18 : It's certainly not a meaningless
19 - figure, and I think|it reflects to a large
20 extent the-investment that the Agency has made
21 in training and development, but you have to
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"will be accessib

consider that th

travel and per di

largest cost of

well as the cost

so forth.
Also, mg
engaging in the
delivery of trai
it's a tool and
just a different
training out.
One arée
as we are doing
initiative, whic
different center

Regulatory Affai

University and t

Now, I

all training, ob

appropriate for del

h

e

tra

of |

bre
use
nin
it

me

wit

rs,
hey

le
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lz?million includes émployee
, which is frequently the
ining in an organization as

courses and contractors and

and morebcenters are

of technology for the

g . Key point here 1is that
s not the training, 1it's

thodology for getting the

‘of interest is using the web

h our SkillSoft training

is kind of going on in many

and ORA, the Office of
is establishing a Virtual
're building courses that

by the web.

just wanted to mention that not

viously, is going to be

ivery on~thé:wéb}7but in

PR
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certain cases friom

ORA's perspective and I

shouldn't speak [for them, but they have a

widely disbursed

They need

to people quickly.

person's desktop

the best way to go

training.

you know,

But you

audience.

(

to get new information out
If they can get it to a
for them, that's

for certain kinds of

have to go through that

process of deciding, you know, what's really

the best way to proyvide the training.

So thattls

training at FDA.
activities going

number of people

the dollars spent.

There are

of learning that
centers.
(slide.)
What 1is

Well, th

in a nutshell the state of

There are a lot of training
onl It's more than just the

who are attending classes or

are being used in the variou

an FDA University?

1is |is really something, in

221

other, more innovative ways

s
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part,

that you need

here with a standar

University would

something that i

textbook or some

be

d

ot

But there

characteristics.

organization-wide.

orientation not

particular centep-

spe

Q

What seems

of efforts also i
objectives. That

Agency's strategi

s

resources and effor

FDA University woul

activities.

That's not

222
tb tell me. I'm not coming
d definition of what the FDA
. .We want this to be

efined by FDA'nbﬁ“bystme

hef model.

are certain common

ne is that it is

This would §e ényfbA;wide
cific necess%fiiy £o‘any

r office Witgin’FDA;

to charactéﬁiieﬂthéée*kinds

the' emphasis on strategic
iS : ‘

| RS T
plan wants to focus its’

ts in particuiar‘érEaS[ the

Ca

1 be in supparEJofgthosé

to say that there are

certain other common crosscuttiﬁg needs that

could be addresse

d

best centrally, anywhere

from effective briefing techniques to Microsoft
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Word, but the key
if you will, and

by the way, is tpo

objectives of the

to the University approach,

this is still a working titl

focus on the strategic

Agency to bring some focus

and attention to| what's the most important in

view of the leadership of the Agency[

This is|algo a lot about fostering

collaborations amnd

resources. Very

few of these efforts,

partnerships, sharing of

it's in the corporate sector or in the

government are reallly efforts to consolidate;

that is to say, we're going to close up the

shops out there in

the different parts of the

organization and| bring it into a little red

schoolhouse, and all training and development

will emanate from

there.

This is going to be much more of a

facilitative process trying to use the

regsources and the

1)

existing out there.

capabilities that are

Again, common core and critical. Is

223

e,

whether

That's not the case.




10

11

12

13

14

15

16

17

18

19

20

21

to people whethelr

there a common need

core to the mission of the Agency?

terms of criticeal,

that supporfuthe

agency.

The Univers

extend the reach

just making availlab

efforts or through

st

of

those things are

abrOSS'the'Agenényﬁsfit

And in

the ones

rategic objectives of the

sity approach can also

training both in terms of

it's through collaborative

approach or satellite broadcasts or

the methodology may| be.

Maybe a
would we do this|
with bringing an

that are the mosgt

certainly the area

top things on the

initiatives.

There are

the pike that don't | have,

1it

Again,

agency-wide focus.

list,

whatever

it has a lot to do

224

le resources more avallable

the use of some technology

.tle more importantly is why

Two things

of sciences is one of the

to help support new

in my words, a

important to the agency, and

things that are coming down
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natural home, that it really doesn't‘belong in

one particular clenter or another but rather is

something that is important and really needs to

be done on an agency-wide 'level. Yet, as a

practical matter

, there's no place for that to

fit right now that sgort of thing.

An example|is the agency needs to get

involved in training of employees for

accessgibility --

handicap accessible to the

web; that is to say, if a person has a

disability and they're impeded from accessing

the worldwide web, what do you need to be aware

of?

If you're writing docUﬁentS‘that

appear on the web, how do you wfite_?WQ

differently, and
requirements for
So this
common in crossc
ideal candidate

University and 1

there are diffg?ént;  

that.

is somefhingtﬁétlré;iiffis 
utting, a;d I»tﬁﬁhk‘ﬁo#ld{be'an
for| inclusion 11‘1 theFDA

s certainly something new.
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It's just emergin
Also to
just use an examp

The Tenn

of the oldest goyver

are a lot in the
government agenclhi
well.

But what
intentional decis
own staff as inst
university approa
bring those peopl
own folks as inst
past, having‘goné
contractors and ¢

That was
them, and in orde
used the TVA Uniwv
that.

I'm sure ¢

applications here
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g now.

foster cultural change.

le

I'll

‘that I heard of.

esgee Valley Authority has one

private sector,

es

X

io

ru

ch

e

ru

on

S

r

er

he

nment universities. There
increasingly

are getting on board as

JAU did is they méde an

n to foster the use of their
ctors, and they used their
to recognize, to train, to
in so that they use their
ctors as opposed to, in the
ut and used various
sultants.

prt of a cultural issue for
ﬁo make that happen, they
sity as the vehicle to do

re could be lots of other

s well.
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From everythin I've seen or heard,
Y g

FDA, while the budget may be increasing

somewhat, there's

always an issue of scare

resources, and certain things just seem to make

more sense if itl's

even simply from

If you'ire

or service, is it

individual center

done on a central level,

the point of acquisition.

buying a particular product

W

better to have each

e

do that or if y¢ﬁﬁﬁéiéjtd do

it on an agency level, could you maybe strike a

better deal? I mean, I think‘tﬁerels'lots of

opportunities to

see, to do that, and also to

find out what's going on ih'theﬁégéhé§j whét

can be made available to’dther‘ﬂebple‘and‘ﬁ

spread that around.

FDA employees.

Potentially,
be involved in: train

training ventures:

even sort of a public education component as

well.
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We also
recruitment and
are probably awa
lot of us, inclu
moving on in the
so. How do you
how do you keep

You hawg
leverage you may
leverage I think
an incentive, bo
order to encoura
people -- especi
have the skills

Lastly,
organization. I
Peter Sangie and
one,
think that the 1

integrate learni

that you're in a

ret

re

din

ne

bri

the

ha

Cco

th

ge

all

to

th

I feel sorry £

dea

co

see

you|
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this as a way to aid in
ention. I think all of you
of the numbers. There's é
g me, who will probably be
xt five to seven years or

ng people into the Agency,

best people here?

to look for whatever point of

ve, and one of the points of
uld be an FDA University as
38 a recruitment and in

people to stay. Those

Y targeted on those people
want to keep. |
create a learning
ou've done any reading of

e Fifth Discipline, number

or you. But, second, I
in there, though, that you

as part of your daily work,

ntinuous learning mode, I




éfm‘l‘.\\

10

11

12

13

14

15

16

17

18

19

20

21

think that's someth

through an FDA Univ

DR. FENNEMA:

that point?

MR. HESLIN

DR. FENNEMA:
those pointe that

to be of critical

is, keeping your

Yy

i

scC

scientific advances

strikes me as so

im

one of your points

That's

do, and I would

got

important function

MR. HESI
that comment.

To some
going to respond
are we doing thi

hasvto do with tl

2]

LIN ¢

extent,

n

l1e
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ing that youfcan‘help foster
ersity.

Can I ask a question on

‘Sure.

It's probably buried in

ou‘re making, but it seems
mportance to me. And that
ientists abreast of

in their field. That
portant that it ought to be

in this particular list.

'to be a difficult thing to

think'it would be a very

of this University.

Thank you. Thank you for

that's -- maybe I'm
little bit to it here. Why
ow . Well,

one of the issues

short shelf-life of
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knowledge,
just that body o

degree,

how long is that

you need to cont
and development

of that knowledg

Also, in

why would you do
would be that th
there now that w
that you could 1
training more av
to folks. So th
aspects that kin
it a good time t
Dwindliz
mentioned. Not
necessarily be a

but hopefully it

maximizing the x

and the

£ k

come to wor

re
inu
in

e a

it
ere
ere
eve
ail
ere
4 o
o d
1g

tha
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rapidly changing science,

nowledge. You may have a
k for the government, but
aliy going to last? I mean,
é to‘be engéged in learning

order to maintain the life

nd to learn new things.

terms of the FDA University,

now? Well, one reason
are new technologies out
n't there a few years ago
rage in ordeﬁ'to make

' Bl s
able and in a different way

's certain technoliogical

f are on thaé Tist of why is

5 it now.

resources, I think I
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And credent

to a lot of organiz

to not only the

work of the Agency
having their opinio:
within the Agency a
need to establish c
some accreditation

In fact,

evaluation and rese

on competencies

others, and they

cre

for

tl

lre
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“ialling. This is important

ations, and this is related
dibility of people doing the
and being acceptediand

n regspected by others, but

s well there is this growing
ompetency models curricula,
or credentialling process.
1e center for during

arch has done a lot of work

scientific reviewers and

mentioned in that catalog.

CDER's training staff just recently

won the Deming award from the Association for

quality and product

significant group,

ivity, which is a fairly

and the award is a great

recognition, I think, of some of the efforts

that are going in,

in particular in CDER and

their work on competencies.

Maybe most

opportunity exists.

importantly is because the

I mean, this is something
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1 that Dr. Schwetz| has a particular interest in.

2 There's been a lot of discussion going on

3 within the training chmunity, and people have
4 an interest in that;”“PeopIe”aré“open”to trying
5 some new approaches,..
6 So I thinkfthe time is right to move
7 forward on this, anﬁ that's what we're doing.
8 Just briefly: The éve%511 §rQqess 
9 that we hope to follow is kind-éf té:¢3éTi§ck
10 at what the current;
11 already started thi
i 12 That is, tg
E 13 the agencies, db'an_invéntory@6€ §ct£Y;?ieéi’
14 that are currently going 6n; |
: '&@
v 15 |
éi 16 Try to 1dentify thoseffEs§ufEes that
i Cn e
fg 17 are shareable.
5 18 Bagically, pick‘the1low}héﬁ§iggéffuit.
? 19 There are certainvéhin§;;£h$%$ére ouf
? 20 there right now that could easiiy fit inteo an
w%\. 21 | FDA University structure. But we need to take
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a look at what's
the next step is
it --

is looking

state?

How would

University? A hi
Universit?? What
kinds of courses
How would it be o©
leading it? Who

So there
need -- and this
for us right nowl

And then
figure, okay, how
where we are to w
there

obviously,

roadblocks. How

th

re

gh

W
or
rg

WO

is

at
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e current state, and then
ally -- and this is part of

what's the desired future

YOu conceive of an FDA

iy—functioning FDA
ould it look 1like? What
- programs would it offer?
anized? Who would be
Qld advise it?

lots of things that we

really where the focus is

lastly is kind of trying to

he

re we want to be.

re we going to get from

And,

are going to be some

‘do

Funding |is

resources will beg

W

an issue.

we overcome that.
going to be an issue, staff

I'm sure that

there will be a number of things that we
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identify, but aS‘part’of this“prbcésS, Wevwant

to be able to put F
some different appr

the obstacles that

orward some alternatives and
caches to overcoming some of

we identified. =

This is|the 10-step piece that I

talked about. IM1l1

quickly.

just move through it

But crafting a vision; . =

Determining the scope. That is to

say, you know, we c
certainly end up| in
terms of the scope,

strictly to FDA emp

an start at one place and
'a different place, but in
is this going to be limited

loyeeg?

Will it focus more on one discipline

than another? Shou

ld it? Will training for

state people be part of this?

We want [to

get a handle on what is the

ultimate scope of this or certainly the

beginning, and then

included.

ultimately what might be

And to identify stakeholders and their
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needs, inputvfrom this group is something that
would be very important to me.

Also, devising a measurement system.
You know, you go back to the $12 millign that's
spent on training, and the question is well, so
what.

We need to|really do. a better job, and
I'1ll speak for mysellf and my staff and the
leadership training| we're involved in. We do a
great job of asking‘people walking out the door
what they thought of the training, and of
course they loved it, and it's well received,
and we've even been brave‘enough to go back and
say, "Now that you're back on the job, are you
using it," and they| say, "Yes."i

The guestions that'don“ﬁlgét¥a§k§d too
often are, is it making anydifféféh;; t6'£he
organization given the investmeﬁt‘you'Ve made .

So we need to develop a-m¢ré
comprehensive measurement*syéteé;ppfh%kéVsgre

that we're doing| the rightfthinééuand;dbing'it




10
11
12
13
14
15
16
17
18
19
20

21

the best way.

The gove:

things that we'wv
this led. Is th
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
énd if there is
doing certain th

But this is not

staff .colleges.

e b
ere

lo

g a

to

WO

an

ers

Y ?

Cco

ing

ok likev?
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ning body -- some of the

een discussing is how is
a dean and, if so, what

Is it somebody

nd development community, is

science background? Is it
f that?
be able to define what the

uld be and who potential

"where should we be looking

d also any ideas on how to

ity.

we're not talking about a

I mean, I'm looking at this

ning facilitétors who are
ilaboration and cooperation,
a need and if it's appropriate,
S on an agency-wide basis.

going to replace the center
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They need to exist.

important role,

not|

They £fulfill an

only in terms of what

237

they're doing for their organizations now but

what they can contr

Funding

guestion comes up,

where is the money

If it's

Agency going to

centrally to suppor

direction that othe

and you go on a

system where differ

participate in some

development acti
DeVelop
tendency is to t

will go in here,

come

fee

vit

hinl

but

strategy.

for service

ies?
products and services

k', you know,

Of course,

coming from?

up with thé fﬁnds

ent organizaqions‘pay,;o ’

]
o

of the traiﬂingrand"¢

il

the

regardless of what we do,
important enoughl‘ispthe

t this. Do you go in the’

 The‘

_courses

there's other things.

There are other kinds of relatidnships'with

ibute to an FDA University.

r organizations have gone in

colleges and universities, trade ‘associations,

even regulated industry.
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Develop

mentioned a littlle

how do we take adva

it's not all about

fact,

on line and it's
good. It's not

What we

that approach makes|

I'm very care

University and thin

on

tha

doesn't always make

SkillSoft,

available web-baged

some good products

tell you this is

o

for classroom train

238
technology strategy. I

bit about that in terms of
ntage of the technology, and
web-based training. In

Ful. Some people hear FDA
k, well,

that means it's all

the web, and that's not

want to try to do is where

sense to do it, but it
sense.

which is a commercially
training program, there's
there, but Skillsoft will

t going to be a substitute

ing.

They advocate a blended approach where

possibly some content that can be delivered

over the web comes

people are brought

that further.

out in advance but then

together later to explore
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So I'wve

one, and they're

239
‘heard organiZapﬁons;;in fact,

part of HHS, where they

decreed that they will no longer do software

classroom training, thatmithwall_going“to be.

on the web.

Well, I've got a problem with that

because while it
certain benefits

people wherever

may be inexpensive and have
in| terms of reaching out to

they ére, the any time, any

place kind of approach, if I have”a'queStion

and I don't have|

somebody I can turn to, that's

going to leave me high and dry.

And thev

email messagesva
and these are be
things that I fe
to be done or co
classroom. So w
We just

place.

FDA.

And communicate.

re may be a component to send
nd at' chat rooms and so forth,

I

tter. But there's certain
el strongly are going to have
nnected in some way to a

eb based training has its

have to find what that is for

We want to be able
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to promote this,
that whole proceps
collaborative as

directive at thigs

ge
S,
po

P

We want| to

people, organizat
need to include t

to sustain it.

This 1is

io

O
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t support for it. And in
make this as inclusive and
ssible. That's my main
oint .

include all of those
that we

nes, individuals,

get this things launched and

just a conceptual thing on

what a model might

had drawn a circl
somebody gays, we
applies that FDA

That's not the ca

e

11

Un

se..

In theory,

look like. Originally, I

around the whole thing, and

, - wait a minute that sort of

iversity is running it all.

each one of ithose circles

should have an arrow or a line ﬁofeaéh of the

other circles, because these are training

functions, develo
going to stay in
help other parts

DR. NERE

pm

ot
e

ent functions, that are
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Academy?

MR.
thing, that if t
had talked about
one of our train

an FDA scilence a

solely on scilenc

HESLIN:

here are -- because Dr.

it

ing
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"That's a conceptual
Schwetz
a couple of years ago at

officers retreat -- about

cademy where the focus would be

It may be

thig, that there
science training

it in a science

is

th

aca

The Leader

the agency-wide
talking about.
like,

well, that

1ea
You

Y's

really have to be ¢

communicating a
is and how it's
people's reactio:
ideas are.

This is

lLot
goi

n t

that in the process of doing
certain common crosscutting
at would make sense to put
demy, but maybe not.

ship Institute is kind of
dership piece that I was

. look at a model and it's
prettylnifty; but then you
areful, because you're

cof messages about what it

ng to function so we want

¢ this and what their own

just sort of a laundry list of




10

11

12

13

14

15

16

17

18

19

20

21

~help facilitate

potential thingé
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that could be inclﬁ&éd.: Going

outside of the Agengy to your point, I know

Dr. Henney, because| I saw this in an email

message, said that she felt strongly that

scientists from FDA need to go outside of the

Agency for learningfand development, that they

need to interact|

in academic sett

people to do that t

types of activit

inwardly-directed t

But thez

Again, the point

do it for the pa

Down in

with their peers in industry,

ings, and she would encourage

iy LT

ies.

re's lots of péé%ibiliﬁies;

fo ;"fthe FDAUnlvers1ty is to
those things,'néé;neééssarily
rti:ular‘organiiation.

the lower right-hand corner,

Knowledge Management, and I think somebody had

referenced somet
There's

fact that 'a lot

hing like this morning.
a lot of concern about the

of people are going to be

leaving FDA. I had|gotten a call from one of
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the district directors about two years who said

he suddenly realized his three key people who

collectively had

over a hundred years of

experience were all retiring.

And his

all of that inst

concerrn was, how do I download

itutional knowledge and

everything that they know so that it can be

passed on to otherspP

I don't

jargon because the

of an elusive concept,

want to get stuck on the
knowledge management is sort

but to me it means

trying to get a hold of what do people know, in

some fashion storing that,

and making it

available to other people who need to know it.

That could well be

5 component as well.

Again, these are just possibilities,

and I'm looking for|others.

Who needs to be involved in this?

needs to hear this story from me?

Who

Who do I

need to talk to to get their input not only

from within the Agency'but outside as well?

N
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Are there other models of this £héf7ﬁ6ﬁ1d‘be»

helpful for us to know about?

Also, what|should be included? You

wouldn't want to

count on me to “come up with

all of the good possibilities, but every time I

talk to somebody

about this I hear a new idea,

and that's what we're looking for, what kinds

of programs should be included. Just what

should be in this FDA University.

I'd really appreciate some comments on

how it should be

structured and led. We're

kind of using the University model.

It brings up for me, I recall a

conversation I had with somebody from the

\University of Maryland who was in a new

position, and his task was to help people

outside the University system accegs the

resources of the

University, and what he was

saying was the University of'Maryland system

has multiple state universities, it has a

presence overseas. It has all kinds of
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~development of ng

resources.

But how| do
system in orxrder to
to get to and to| fo

foster learning.

That stuck

way, 1is what I th
University could

learning facilitha

help facilitate

to certain activi
And,

and promoted? Ag

sort of a working

educating those w
public health. T
Is it really goin

because that pret

population of the’
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you navigate through the
get to the people you need
rm partnerships to help

with me because that, in a

ink one of the roles of an FDA

be

to

he

w

ti

ai

t

ho

ha

ty

U

; that is, to have that
r, have that person who can
sharing of resources, the

programs, and,bringiﬁg focus

es.

1astly, how can it be marketed

h, the FDA Ug?veiéit¥ is 
itle. 'We're s aying to |
protect andﬁ?rbmate'the
t's‘a'prettyiboldkéﬁétement.
to'be‘that? %i doﬁ#tfkhow»i

much encompasses the entire

nitedetatesé?:;‘

But anything that you;qbuldiSﬁggést
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that would be helpf

to get people engag

approach,

DR. LANG

would fcer

comment now or fini

MR. HESL

IN

me through my part

DR. LANG

‘logistical thought.

help guide this dis

have questions?

Yyouxr own --

DR. SCOLNICK:

Wh

nme. It's whatever

I had one gquestion

something that I

and I don't know

Center staff colleges.

246

ul for us to presenﬁ this,
ed and interested in this
tainly be appreciated.

Did you want to make a
sh?

'That pretty much brings
of ‘this so I welcome --

Let me just get a

Would you rather go now to
cussion or would you rather

at 1s your thought based on

It doesn't matter to

the Committee would prefer.

because he mentioned

have never heard of before,

anything about it,

was. I don't know

DR. LANG

DR. SCOLNICK:

which is
I wondered what that
anything about iﬁ.

Okay.

Other than that, I'1l1
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do whatever you

DR. LANGER:

relate to maybe

DR. SCOT

about the genera
exactly in this

told him by emai
and asked him if

or people wanted

DR. LANGER:

DR. SCOI

so I asked him a

DR. LANGER i

preference? Sho

questions or wou

MR. HESLIN;:

you, to have the

DR." LANGER;:

MR. HESLIN:

guestion about t

here 10 years, a

he

to

hea

uld

14

he

want.

some
NICK:
Ll concept.

direction,

LNICK:

247
I ﬁave‘né"Prefe?eﬁde; '
Your talkiﬁill'sort,bf
suggestion?
My“talk‘willlbe'talking
It will not be

as Jim knows. I

I the thrust of my comments,

thought it was appropriate

LN

vI'm“surefe§éinOa? €;

Well; Ifhaéﬁ't stré”énd
d of time.

What would be your

we have Joe ‘and then have

you like questions now?

I guess i1f it's okay with

guestions or comments now?

Absolutely.
But to respond to your
I've been

staff college,

I*'ve sort of seen a big
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change in training

training staffs

people are involved

and

the kihds of activities

in.

The first organization with a staff

college was the
Reseaxrch.

other Centers as

Essentially,
it was transitioning

training staff to an

example,

Cent

included employees as faculty.

That model is being replicated in

‘well or has been.
this is my perspective,
approach that, for

That

was used as a rec¢ruitment tool as well.

A lot of

the academic rank

to do this,

that was attractive

And also

so the

s and they wanted to be able

()]

to folks.

thle staff~colIeges ieally

take a broader perspective on learniﬁg‘and

development, and
thankfﬁlly, from

of these courses

we'lre getting away,

do

248

at' FDA, both in termsg of the

ief for Drug Evaluation and

y from the more traditional

the people were coming out of

taff college was something

the training of just how many

vou need, héW many_of these
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1 courses do you need and scheduliﬁg tﬁem'aﬁd

2 hope people show up.

3 More focused on performance

4 improvemeht and bﬁildihg competéﬁéy”ﬁbdéls.

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

6 staff college,.but from discussions I've had,

7 there's been a tranSition there and a

8 refocusing.

9 DR. LANGER: 'Why don't we open this up
10 to guestions now. L ban see lots. So wé'll do
11 " guestions and comments.

12 DR. ANDERS "I think this is a really
13 interesting idea|. So:as a lifelong academic,
14 the necessitate - as a lifelong academic, I've
15; witnessed and been part of curriculum revision
16 after curriculum'revi@ion that all lacked any
17 reasonable measure of:outcome, and I noticed

18 that's sort of on one of your slides, but it's
19 really important for'§ou to know where you want
20 to go and how you1ré EOing to know if you got
21 to where you want to’go.
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So that

is

happen every vyear,

time unit is, on

what isn't working

something that might work.

really crucial for

Followin

Center Staff College system,

FDA University won't

g

and on and on.
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something that has to
every semester, however your
So you correct
ang replace it with

So I think that's
you.

on that, I didn't know the

and you said the

replace it, but by

definition a University is comprised of

colleges.
And isn'
resources if vyou

exists in these s

t

o_

donht®t exploit éhertéﬂ 

that an inéffﬁdfeﬁ%;USe of

nt that

galled colleéesfaﬁa ﬁé?5e'

reduce the redundancy, because ffwouidfguesé

there's redundanc
You're probably m

efficient organiz

Y

What's the

a student of the

MR. HESLIN:

igsing a . chanc

ation.

ahong theseféollégeé;*

more’

emplOYee“awaid;fdrfBecoming

FDAU?

- What's the reward? Well,
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one of the things
about is to offer
programs that pro

would provide cre

universities that

degree.
For the
mostly the availa

resources.

t]

vi

di

C:

ind

bi

For the Age

and some directio

T

DR. ANDERS

can think of that
individual? That

because I just 1li

w

ke

What would

this would I pres
normal work hours
activity or a 7 t
of work hours, wh

their time to do

ume
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know people have talked
hrough an FDA University

de CEUs or programs that

t with colleges and

5ﬁid gé toWafds attaining a
lividual, I think it's
lity, hopefully, of learning
2ncy, it's bringing focus

Eo what that 'is.

Are there things that you
opuld be an attraction to an
hard for me to answer,

'to learn things.

motivate an employee too --

be done during their

or is this a Saturday morning

o

at

th

9 p.m. activity? If its out

would motivate them to take

i1s? Now I understand
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(M\ 1 there's some obvious motivations, promotions,
iw 2 and advancement withig the agency, et cetera.
3 That's reasonably straightforward.
4 But I mean the training will go
5 forward from vocational, presumably, to fairly
6 | high level. And| so|what's the reward for
7 . people to become enjaged in this?

8 MR. HESLIN: Well, hopefully -

9 won't be disincentives in terms?bf I
10 would a person do this. I mean, it's certainly
(mx 11 possible that people would do'iﬁion their own

12 time, but part o
13 might have to be|

14 time to take cou

15 happens now. You' ki

16 now.

17 Are there

18 Because clearly thislis gq;ngftéiﬁélsdméthipg‘
19 that continués to come up{ 'YoufknéW}€Whét'siin
20 it for employees, but alsQ manéééré‘méyvask the

21 same question, what's in“ft‘fof€méi!and'losing
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a person's time Wwhi

or costing me money.

DR. LANG

mention, we're not

break, but there
brownies,

said, we'll just

DR. ROSENBERG:

made I think is

is

if anypod

go

cru

management doesn't

going to work at

al

management driven.

environment demands

to even,
jobs, never mind

This 1is

as far as

to

to

people are self-mot

don't have to convince them to do this.

they think their

this,

gso you don

253

le they're away at training

I'm also going to
going to take a formal
food up there, like
y wants anything. That being
around like this.

The comment you just
cial to this. If your

buy into this, it just isn't
L. It's got to be almost
People have to see that the
their continued education
['m concerned, to keep their
get promotions.

maintain -- I mean, some

ivated, and as you say you

But if

managerial staff isn't driving

right from the start

have the environment right

as to how acceptable this
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-{w\v 1 | is, you'll never get this to work.
| 2 MR. HESLIN: Yes?
3 DR. WOOD: | This is jusﬁ'a response to
4 that. CDER's program that we won the award
5 for, the core competency program, defines
6 levels of what we call master reviewer progress
7 - where you progregs up in promotion,and you must
8 have mastered even to become liﬁév#6£agv
9 apprentice. You must either hajéthbéé*ékiils
10 or take the courses| to cOmpletejfhoseiskills
(m\ 11 within a certain| time f?éme. Sg?thaﬁiié‘how
12 that's set up. i :
13 DR. DAVIS:"i appiaud*ﬁhégbrpadﬂééé of‘
14 this for sure. This 1s not sométhinéfkhat'we
15 don't already deal with, getting péo§ie
RV TR SR
16 training. If you’revgoiné‘to'bééqmefaf{”
17 supervisor, you have‘to have cegfaihifouise
18 skille. So to me this isn't surprising.
: 19 What does goncern me a little bit,
| 20 though, is I think when we first started

21 talking about training, I didn't envision this




10

11

12

13

14

15

16

17

18

19

20

21

broad base traini
scientifically co
things that was o
and when

Academy,

like, well, we we

to gb;with that,

My concern

staff isn't what
cetera,

My real
we keep the peopl

competent given t

out there and givin

cetera?

So what

don't do the Science Academy,

make sure in all

offices, all of

T

the packages are
those of us who a

DR. L.

Cy

et cetera.

ng

mpetent.

£f
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but rather keeping
And one of the

tb the side was the Science

agked about that it sounded

ren't sure where we were going

et

COzI

he

I'd

of

he

sC

re

TACOBSON :

cetera, et cetera.
for the Agency and Agency

takes to be a manager, et

re or gut concern is how do
at the Agency scientifically
‘booming technology that's

g limited resources, et

like to hear more is if we
then how do we
the Centers, all of the

people who are reviewing

ientifically advanced as

following the documents?

I agree with you.
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That is the big ¢

what we talked ab

too.

there, because I

nice catalog like

You'll ¢

are very scientif

training to give
their particular

One of ¢

If you look

out
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hallengevthat ﬁe‘fagegand it's

i

at our November meeting,

you only have one catalog in

think only CDER-puts out a

‘that.

ee

that a lot of the courses

icdally based, technical type

was that there are

an individual Center might have --

Centers might have

people additibﬁél.s%ﬁlis in

discipline, whatever that is.

visions of this University
some courses, though, that
several

need for. -And we already

have a little pilot|going in the Office of

Science. Sugie

cseries of courses

on broad-based topi

interest in.

Fit

t

We've done

testing. We've

technologies. Thin

done

Ipatrick has been heading a
at are FDA industry courses

g that lots of centers have

some on nucleic acid
some on sterilization

gs that sort of cross center
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boundaries. And|
template for what
hope, in terms off

specialized train
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£

p
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e idea is that's sort of a
he FDA University can do, we
roviding that kind of

g .

' So we really have scientific training

being presented {in

will be the staff

C

a number of wvenues. One

bllege offerings.

Another would be the FDA University

cross center trafinings, and then there are lots

of other things t
would be not real
course based but
trainings or sabb

that. I mean, th

ha

ly

at

e

try to do something

we described -at the

DR. DAVIS:

then.

When I first

actually liked that

ical programs,

t Jim had on the slide that

‘classroom based or training

either oh—the—job type

things like

whole purpose of that is to

‘to address the needs that

meeting in November.

Let me’ just go on record,

saw the Séiéhée'ﬁcademy,'I

beCausé,I“ﬁﬁohgﬁt?if-was‘»

an attempt to highllght or Centféiiieathis 

whole focus on staying scientifically abreast,
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so I really don't
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are how you do it, but I

liked it when I gaw it on the slide and was a

little taken aback
this, we‘may not|.
I see that

structuring scienti

that i1t was, well, we may do

as a way of centrally

fic courses, lecturers,

spending money, whatever, across the agency,

focused on staying

which you can do

but the tendency

in

scientifically abreast,

a less centralized fashion,

might not be to spend the

money appropriately or the word doesn't get out

or whatever. So

the way you had it.
DR. LANG!
DR. NERE
better after Ed Sco
Ed's going to say,
comment, and then

discusgs it or not.

The thirn

we talking about

actually like the concept

Bob.
Maybe my comment would be
I'm not sure what

Inick.

g0 I'll go ahead and make my

we can worry about whether we

that jumps out to me is are

super college, or are we
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talking about a
talking possibly

Because

whatever you call it,

University, and
relate to having
focus to support

cultural change,

hybrid technologies,

sScarce resources|

resources of FDA

reall university,

the

new initiatives,
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or are we
about a research university?

I look at this one slide or
‘Why establish an FDA

six points there all could
a mo&e centralized research
foster

in| the contextépf eﬁéfg£n§,<

to marshaliﬁahd;dépioy*

e
0)

all know- that the research
| CEE i iR EIE

THE ",

are very scarce. =

To aid recruitment and retention, to

create a learning organization,

about the major

challenge being

?weiie talking

hOW,Qb‘%EéY?On

top of the science.| |- '-3 &€“H

I think

somehow has to bq

organization. So*

DR. LANG

Go ahead.

DR. PICK

D

ol

a learning organization

intégratedJwiﬁhféfféseérghm

ETT:




10

11

12

13

14

15

16

17

18

19

20

21

it's a comment.

Again, my

Marty had brought
that this ig a go
implementation.

heard during the
have a lot of ver
your organization
been real focus

ask them what th

)]

training perspective.

MR. HESLIN:

effort, not yet.

od|

An

T

I've come out with

clearly trying to

possible and the
go to the various
staffs,

need to gét to.

DR. FENNEMA:

of what you're doing,
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comment is in part what

p, is basically assuming
idea, is one of

d what I haven't really

iscussion and presumably you

valuable employees within

ig whether or not there have

groups with the employees to

feel their needs are from a

117

Under this particular
his is really the first time

this discussion. But

engage as many employees as

offer is going to be made to

centers to talk to their

I just need

to know who it is that I

I'm a strong supporter

as I've indicated, and I
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f“\ 1 am also ccncernegf Tris havaéén éxﬂréSSedj
: 2 with the‘keeping;abre‘st of the‘scientific
3 efforts and maki#g this a major focus of the
4 activities.
5 Blut even,beyind that, it goes through
6 my mind &s to why are|/you limiting this to the
7 Food and Drug Ad%inls ration. NIH‘has these
8 needs, FDA has thase eeds, EPA&has_?Hé;éjy‘
9 needs, CDC has tbése ,eeds, ag§ m%ﬁ&ofiﬁhége}"
10 particularly froE'—4 ‘hefebaré a>16t o féeﬁeric
11 things that appl; to all of the%élérgdnizatiOns
12 as well asvhigle‘speéificvdeta£i$ i£€£he
| 13 science aréa that would deal wiéh manyléf these
}’ 14 organizations. k
f 15 I don't know whether that's a feasible
é | 16 thing to |[do or not, but it seems to me you
;% 17 ought to ook at‘it because the economics of
I : |
E 18 that might‘be ev?n better.
\ 19 DR. LANéER: Thank you:}
: ‘
f 20 David. |
,; 21 DR. FIEGEL: |I just wanted to make a
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couple of

back at,

perhaps a

you very

program.,

merged int

Commission

maybe not

an expectation th

that you

outside wcrld and

actually

employees.

militaril

programs

it wasn't!

up traini

A

i

years ago,

B

h

A

. 3
much abo

v
So people
b

nd'whaﬁ'
|

observations.

t's a different model,

differgnt‘time,

One program to look

and 1t was

but we haven't told

ut| the radiological health

But that wajg a program that was

o FDA.

Corps.

It was largely staffed by

|
f you go back to the early days,
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that early, but if you go back 20, 25

i
|
|

’robably

what ygu'll find is that there was

at| this was a type of work

that it was reasonable to

ave dedicated time for new career

Of course,

the Corps was a

like ¢commitment.

or onet

just the

g, but g

|
b

|

nany

of the state programs.

2 were sent away for degree

pressive when I meet

T

wouldn't have learned in the

o |two years of training, and

> national program that ended
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Cm\ 1 people ig State &adiation<Cbntr61’prégréms is
2 one of the things they almost always mention to
3 me is oh, |yeah, I was| trained during your
4 | program, or I goéumy‘aegféé dufing ydﬁr
5 program.
6 And there was a very active leveraging
7 between that proéram and the universities that
8 offered this typically at graduate level,
9 master's level, &ypas of programs.
10 As the.ﬁDA scaled back and stopped
(m\ 11 ~ doing that, I'm not|quite sure it's because it
L |
‘ 12 saturated the market or if the public health
13 agenda changed, #he‘graduate programs went away
14 as well.
15 One of our [challenges in that
16 particﬁlax area 1is sort of how do we build the
17 next generation QE radiation‘health physicists
18 and other healthiprbfessionals at a time when
19 we really lost the infrastructure and there's

i
20 all the nuances ¢f how to work with the Corps
|
|
21 as well. |
|
|
}




264
‘me' 1 But I tﬁink that's an interesting
i 2 investmeﬁp to logk back at, because now in the
3 sort of year—by—year congréssional planning,
4 user fees, account for every dollar, show what
5 you're doing, it almost seems unthinkable to
6 many of our managers and employees, gee, I get
7 sent away for th:years on a federal salary to
8 get specialized training that's mostly of use
\ .
9 to the government|
10 I think‘the‘¢omments abbut éhlture are
<m\ 11 right on the mon?y. There are éroups th-have
12 the expectation {hat aftef you“ﬁé bégn t? FDA;
13 for two years one| of the*ﬁérks-ié'EH;£y§buvhévé
14 a half day that you're entitled to taié
15 professional development to wor# iﬁ ﬁhé lab, if
16 you're a clinici;n work in'théléiihiﬁmﬁ
| Conh
17 Somethingftovkeeﬁ‘your skill ségéfﬁbf
18 But there'EYOther placéé?iaﬁ?!i‘m
& 19 afraid ouy center is onei¢f'the;ﬂi%héfé'ﬁhéﬁls
E 20 viewed asi|a luxury, and“tHe‘probiéﬁ* ’ ;7
; : i c . SR
21 many of us have £n boxes we nev rigé. ffﬁé
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somewhere
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priority;
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going to
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opportuni
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T

nent for| t

and that

ngs to sch

you need

us stron

s

dc
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ve

an

he

Lo

e we need.
For theipec
1
time cgnstr
or fastér, f
|
eling like
!
get the!rest
to think th
|
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I

e also need

ies where

itl

‘yeah,

it
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the way the reviewers are

bn't stick to training

ie of that‘in box,>they'll

'got reviews to do, I've

uie, I've gdt company

d‘they never set the time
So there does have to

top to say this is a

do this,

this is part of

and gives us the

)ple that feel like there's

aints and they're being

aster, faster, they'ire

right, when am I

of my work done. But

rough that and need to

chat.
‘to look at the

is a worthwhile
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in when I

back andfgot epid

while he Worked h
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Center forx
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|
I

Someoneii

st who

was in

chief i

Drugs,

r

if we hadn‘t made

|
|
years ago.

|
\
But it's

those programs.

valuable,
comment I‘1
lot. It's
And if you

agencies i

they're 2|,

commitment

We would
|
t

and the]

11 maké‘
I

lessf#
\

look %

n terms
: |

|

3 perc¢
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C ¢
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\
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someone backxto schbol°

1t | Janet knows very well is
in the division that I was

Center for Drugs who went

4

iology training at USTES

f-time in the Center, and he

have

otmation officer for the
mething heJ@eVngWbﬁId:have

o do as well, as he does mnow

hink»the?*afé Vef&~
inal sort oftrambling

512 million sounds like a

One‘pércentfchpayrbli.
ven SOme“otﬁér‘fédEEéi o

F their training budgets,

to make a serious

‘the balance of our payroll'
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fm\ 1 to our operating dollars to free up enough
. ‘
ﬁw‘ 2 money to?train t%e people that we have since it
3 seems unﬂikely that Congress would give us 1 to
4 2 to 3 percent i;Craase just for training, per
: \
5 se, ’
‘
6 I thinkythat s something we have to
7 show our commiﬁmént by willing to restructure
8 and reorganize our priorities if we're really
9 serious about this.
10 ‘ DR. LANGER: |We're going to have to go
(ﬁﬂ 11 now --
Tf 12 DR. SCOLNICK: Actually, I think he
B ‘
t% 13 set up mybtalk.
14 (Laughter)
15 DR . LANéER: :I'll‘go up here even
16 though I don't héve siides just because I think
17 it's probébly thé best place to talk from, but
18 I don't have slides. I do have some notes.
19 I think you've really set up the
20 conundrum here in this discussion.:
21 How Sciemntists in a‘NOn—Academic Institution
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Cﬁttihg Ed§é Séiéﬁcél b

'K As I thought about

tion when I was asked by

this is Motherhood and

U

dot understand the context for

should we do to keep up our

so that welare increasingly

to do }

West Side
up .

o, again,

the

guestion was rephrased to

internally in a place like

Park, to keep our

I thought what is the

r this question because it's fairly

at general mechanisms are for keeping

|

nce, and they're all listed on this

des thét we| just saw.

i

thinkithat the real key to this 1is

3
wo or three

t it.

irst oﬁ all,

things when you stop to

you've all made the
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real world
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university
conceptual

use to do

this morni

at it, and

the key to

igs to real

in a way t

Now, yoﬁ

That's ﬁh

So I thin
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iV

of science is accelerated

and the information content

pidly and| the technology that

hat information content changes

. I
ources' t

riction

Ul

that 1

Ul

nfortuna

to ch%nge.

, wWhich
way ope
reviewla
ng, is;r
that is
your hé
ly insti

hat vyou?

ve

(a1}

111 pointed out about the
hat| the FDA has and the head

vou have, and that in the

not about to change.
e [reality that you live in

te{_but‘it's“é?fact, and it's

k the idea”oflfalkfhg,about a
to me means in a more
up the prbCéSé?tﬁat‘you

nd you were géttihézinto that
y a critical way to look

at I actually think that
. o T ( n ‘

i

vi your sciénigstﬁfkeep'up

o i e -
tutionalize ‘peer review and

re

eginning ¢b dofﬂI:think,
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(“\ " 1 from the discussions we had this morning and to
2 also thi%k creatively| about how you utilize
3 yvour internal staff| and the global science
4 community |outside| to help you review
5 applications. ?
6 You kno& in 'a company like Merck,
_ X '
7 || where we |do, we ;re in many ways I think
8 analogous. I think| in some ways we do what's
9 analogous to‘wha% you| do, in that we're in a
10 sense an applied research organization. Basic
'(m\ 11 science is done to some degree, but much more
12 basic science is done outside of Merck than is
13 ever done’inside‘of Merck in a globalvway.
14 - And you're ja different kind of applied
15 science d?ganizatién.v Okay?
le Well, wé would never think of trying
17 to do all |the bagic science internally. We're
18 always reaching out| to the global world of
19 science.ﬁc get help| in what we do.
20 I‘thinkithat one of the thinés you
21 need to do is institutionalize peer review, and
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fm\‘,~ S § that today, we can do| that by e-mails. But if
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