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MR, PECK: Good afternoon, and welcone to our
Foresight Sem nar on Innovation and Regul ation: Mbdels for
Reengi neeri ng.

|"m Jonat han Peck  of t he Institute for
Alternative Futures. 1'll be noderating today's discussion,
and trying to set sone of the ground work in advance, | ust
in terns of establishing what we're tal ki ng about, how we're
going to hold this dialogue and what sone of the roles wll
be.

For the many of you that know the Institute, you
can anticipate that this wll be a highly interactive
di scussion. That's what we're seeking. Qur role is to help

Congress | ook forward and think about how things are going
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to be changing and what are the ways in which you, as
pol i cymakers, can best shape the future we want to live in.

We've had a nunber of foresight semnars that
have led up to today's conversation, beginning wth the
sem nar | ooking at regulation in the 21st century.

We had people from the FDA, we had Lou Lasagna,
whom | like to think of as the godfather of today's
regul atory system wth the 1962 anendnents.

And then we |ooked at cost effectiveness,
specifically where there are clear regulatory issues and
gray zones in terns of how the FDA regulates information
about pharnmaceuti cal s.

Then we went on to |look at innovation and what
are the characteristics of the nost innovative organi zations
and a very telling point nade by a Harvard professor who
studied innovation is that because there's so nuch
innovation in the marketplace today, there's going to be

very great pressure to have innovation in regulation.
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And his final word was that the nost inportant
thing for policymakers is to focus in on innovation and
regulation. That will be critical in the years ahead.

W then went on to look at our |ast foresight
semnar, specifically at a form of innovation in the
mar ket pl ace i n di sease nmanagenent systens.

That sets up our |ook today at innovation and
regul ati on nodels for reengi neering.

Just as a little comercial for our next
f or esi ght sem nar, where we're going to look wvery
specifically at sone of the chall enges of biotechnol ogy and
specially the new know edge on the human genone are going to
bring in innovation and regulation, we'll be doing that on
Decenber 2nd over on the House side, so you can |look for an
invitation there.

On today's topic, what we are seeking to do is
introduce a different nodel for regulation. We're very

fortunate to have Douglas M chael, who has conme from the
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University of Kentucky School of Law, where he's an
associ at e professor.

He has studied a nodel of audited self-regulation
and he can tal k about where that nodel worked, what are the
characteristics of where that nodel is very appropriate.

We're also fortunate to have Peter Bewl ey, who is
Senior Vice President and General Counsel for NovaCare,
which is a leading rehabilitation nmanagenent services
conpany. He has the experience of what's going on in the
mar ket pl ace. He also has valuable experience as forner
associ ate counsel for Johnson & Johnson with the regul atory
model that's currently in place for pharmaceuticals and
devi ces.

So we have an ability to use this panel in a
di al ogue about different nodels of regulation.

I'"d like to encourage you all to see this as an
exploration, an exploration for all of us to take to | ook at

different potential nodels and their applicability.
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My role as a futurist is going to be to encourage
all of us to look at the appropriateness of different nodels
for regulation for, not today's environment, but for the
cl ear changes that are comng, so we're looking at the late
1990s and beyond because it's quite clear that in 1962, when
much of the current nodel was put in place, it was a very
di fferent world.

There were independent providers. Physi ci ans
wer e i ndependent. They are increasingly networked. Many
are under nmanaged care and use information systens that
allow decision-making to take place in a very different
envi ronment .

Those are the kinds of changes that I'm going to
play a role in trying to encourage you to all think about as
we | ook at these different nodels for regul ation.

|"m going to encourage all of you to take the

perspective of this as an exploration. We're not here to
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attack any one nodel. W're here to really explore what are
the appropriate nodels for reengi neering.

One of the experiences |'ve had as a consultant
to many conpanies that are into the total qual ity
i nprovenent and the process reengineering world is that they
have to ask thenselves, if you were starting all over to do
this today, would you create the sane processes.

So those are the kinds of guestions  of
reengi neering.

One of the things that we want to be asking today
is, if we were going to start all over again on a regulatory
nodel, would we start with the same kind of nodel or would
we begin to say, let's explore another nodel ?

Fortunately, we have Douglas Mchael, whose
expertise is not in pharmaceuticals but in another nodel, to
hel p gui de us through that.

So if | caninvite you to cone up first.

Then we'll go on to Peter Bew ey.
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Questions can cone up. We just ask that people
here are off the record. Any people in the press, they are

off the record unless we give perm ssion to quote fromthem

Thank you.

MR. M CHAEL: Thank you, Jonathan. I"'mglad to
be here. |I'mflattered to be called an expert.

VWhat |I'm really going to share with you is ny

last two and a half years of research in regulatory reform

| think it's appropriate even now. | think this is really a
fixture in what's otherwise a shifting -- maybe shifting is
too kind a word to give it -- political |andscape.

Every president and every Congress wants to
reduce the deficit and reform the bureaucracy, so | think
it's an enduring topic. It seens to have passed to the Vice
Presidents, George Bush, Dan Quayle and recently Vice
President Gore, who was given the nodest task of reinventing

t he Federal Governnent.
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My work began with the Adm nistrative Conference
of the United States with a research grant a couple of years
ago, to look at what they have called "audited self-
regul ation.™

| was interested in that, wth ny experience,
having been on the staff of the Securities and Exchange
Comm ssion, and being famliar with a couple of nodels of
industry self-regulation in stock exchange and corporate
deal er regul ation.

As | began to work on ny research, | worked with
the Adm nistrative Conference Conmttee, | really found two
different types of prograns; those with sone internediate
sel f-regul atory organi zati ons conposed of regulated entities
or people associated with them who stood in between the
departnment or agency and the actual regulated entities; and
anot her nodel in which there was no such internedi ary, where
there was significant work done by each regulated entity to

determine its own conpliance and conpliance net hod.
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The conference really separated the two, hence,
the distinction in ny little hand out here between what |
call audited self-regulation, which involves an internedi ate
SRO, or self-regulatory organi zation, and self-enforcenent,
which really doesn't.

The first product of audited self-regulation was
first presented to the Admnistrative Conference about a
year ago. They sent it back to the commttee for further
wor k, and approved a set of recommendations in June.

| haven't seen them yet but | know they're out.
Jeff, I'"m sure, can get sone for you. You can talk to the
Adm ni strative Conference, they have copies of ny study and
t he Conference's reconmendati ons.

The second project on self-enforcenent |I'm still
wor ki ng  on. 11 have ny first nmeeting at t he
Adm ni strative Conference Committee in a week. That portion
of ny handout, therefore, is nore prelimnary. It's ny

study at this point. They haven't had their say in it.
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As you noticed, there's a disclainmer on the
cover. | don't pretend that any of this necessarily
represents the Adm nistrative Conference's opinion.

| think both of these may or nay not be nodels
that will work. They are certainly appropriate to consider
in the areas you' re tal ki ng about today.

As Jonathan said, I'"'mgoing to |let Peter discuss
the specifics. | can focus nore on the general nodel.

My general research design in both of these was
to first survey the literature of people who purport to be
experts generally in regulatory reform in governnment
regulation, and to see what they said wuld be the
characteristics of a good system of self-regulation or self-
enf or cenment . To cull from that, characteristics of the
agency or the industry or the regulatory programitself that
they said would be key to an effective program And then to
go out and |l ook and survey the governnent departnents and

agencies and see if there are any such prograns. And then a
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sinple matter of mtching up the tw to see if the
successful prograns conpared with the nodels.

In both instances, | think we've cone up with a
fairly robust set of characteristics that describe effective
prograns and try to separate themfromthe ineffective ones.

| usually expect people | talk to to take notes.
|'ve taken the notes for you. So if you didn't get one of
t hese, please do. There will be a short quiz at the end of
the sem nar.

Onh the first page of this handout 1is a
distillation of ny study on audited self-regul ation which,
as you'll recall, where there's an internediate or self-
regul atory organi zati on between the governnent agency doing
the regulating and the regulated entities who are expected
to conply.

The people who wite generically on this
suggested al nost overwhel mng advantages to this kind of

approach where it can work as indicated here. The people in
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the SRO often have nore technical expertise than their
counterparts in the agency or departnent. They can be nore
flexible in their I npl enment ati on. They and their
constituents' reqgulated entities wll have nore of an
incentive to conply with rules and policies of the SRO than
of the governnment agency.

There could be cost savings certainly, at |east
to the governnment and perhaps even overall costs of
conpliance may be | ower.

Most inportantly, the researchers said this kind
of regulation was better suited to the newer social
regul ati on, newer being than of the sixties and seventies,
whi ch tended to apply across industry groups, as opposed to
regul ati ons before then, which were nore industry specific.

You had new conpr ehensi ve pr ogr ans of
environnental protection work place safety or consuner
protection which cut across industries through the entire

econony.
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The nost obvious, | guess, disadvantage is what |
woul d call the fox-in-the-hen-house argunent. This was a
gr eat concern when we took the proposal to the
Adm ni strative Conf er ence, t hat sel f-regul ati on IS
deregul ation in sheep's cl ot hing.

It really isn't. It's regulatory reform and it
can work as well, depending on how confident you are of the
agency or departnent to do its job in the first place.

I f they would be good direct traditional command
and control regulators, they'd be good delegating the
authority to others and supervising it and making sure it's
effectively used.

As far as the audited self-regulation goes, the
bottom of the first page here, this sunmarizes pretty well,
| think, what the Adm nistrative Conference's reconmendati on
says.

The regulatory program if it's susceptible to

this audited self-regulation nodel, should be one that

100 North Pitt Street, Suite235 Alexandria, VA 22314
(703) 684-5880 (703) 684-0640 fax
http://www.altfutures.com



Institute for Alternative Futures
Foresight Seminars on Health and Innovation

requires decentralized decisionmaking. It requires
deci sions to be nmade that would vary across the industry.

For exanple, those prototype areas. You want to
say, "the workpl ace." wel |, that's going differ
dramatically anong the five million or so work places that
are subject to OSHA rules, for exanple. The industry would
have to be one that's made a neaningful investnent in a
sel f-regul atory organi zati on.

Typically, they're conposed of the regulated
entities thenselves, but not always, one exanple being in
certification of nedicare and nedicaid providers. The use
of the Joint Comm ssion and |ike agencies, the agency itself
has to be able to be a reviewer of regulations, not a
regul ator itself, so their role is nore to say, is the Joint
Comm ssion, is the New York Stock Exchange doing its job in
regul ati ng those people or in certifying the hospitals to be

medi care providers.
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And how do I, in the agency, oversee that, rather
than directly do it nyself.

And as Jlawers and admnistrative procedure
experts, we canme up with a group of procedural protections
that we would feel that the self-regulatory organization
itself would have to follow to have a fair process.

W were assured, from the foregoing, that it
woul d be efficient. W were concerned with sonme nodi cum of
due process, if you would call it that, both of their
adjudication in individual cases, and what they would do
that conpares to rul emaki ng that governnent agencies do.

Now | had put on the shelf, off to one side,
while we were working on this, the whole other group of
regul atory prograns | had found where there really wasn't
any internediate interest group that was doing the
i npl enentation of the regul ations. That's on the second
page where |'ve talked about j ust sel f - enf or cenent

generically.
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This one, | want to caution you again, is stil
just ny research. The Conference hasn't nmet or tal ked about
it at all, and you may never hear about it or see it again,
dependi ng on what they have to say, but here it is.

That's why |'ve done it second, because it's very
simlar. It's like audited self-regulation but w thout an
intermediate self-regulatory organization relying nore on
the individual entities, subject to the law and the rules,
to figure out thenselves howto conply, with the agency |eft
in the secondary role of supervision, nonitoring, and
occasi onal direct enforcenent.

The theory is that this is a way to assure
conpliance by encouraging conpliance rather than by
puni shi ng non-conpl i ance.

The regul ations that would be suitable are I|ike
the ones that |'ve described before; where they' re conpl ex,
where there's required to be different judgnents nade by

each regul ated entity as to how best to conply, and in fact,
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successful conpliance will require different responses from
each of the regulateds in the popul ation.

Those regulated entities are nostly large or
conplex organizations where there's a great deal of
del egation going on already. So in order to nake the thing
run, you have a |lot of nmanagers who are delegating
substanti al decision-nmaking authority already and that nodel
sinply lies on top of it.

It's also nore inportant, said the theorists,
when you're dealing with why is the regulation there in the
first place, is it preventing sonething that is so horrible
that it needs to be prevented, rather than sinply finding
t hose peopl e who happened not to conply.

If it is, it seens paradoxical, but it would be
nmore suited, say, to people who study regulatory reform

For this decentralized kind of individualized
decision-making, it wuld be better to work wth the

regul ated entities to prevent the violations than it would
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sinply be to wait and find a few that occur, find them if
the consequences of that violation can't be repaired or
redressed by any kind of fine or prosecution. Very well.

The key conponent of a self-enforcenment system
woul d be regular self-reporting by those who are conplying
and careful nonitoring of those reports by the overseeing
agency or departnent, and the agency or departnment being
wlling to take an educational role, occasionally to step
in, and not start from ground zero to build a conpliance
programin any entity, but to help educate thema little bit
as to how best to do it.

That expertise, of course, has to be at the
agency level too. And there always has to be sone residual
program of good old fashioned traditional surveillance and a
direct enforcenent to deal with the people for whom that
met hod of encouragenent to conply works the best. There

wll always be a few of those people.
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The rest of them may realize that they have an
i nherent economc self-interest in conpliance, not only by
t hensel ves, but by their conpetitors, as well. And there
may be |l arger, noral reasons for wanting to conply with the
| aw generally.

| wll finish where | started out in this second
study, which is a quote from Chester Bow es, who was the
price admnistrator in Wrld War |1, and he made the rough
and ready estimte that 20 percent of the regulated
popul ation will conply with any regulation sinply because
it's the law of the | and. Five percent will attenpt to
evade it, and the other 75 percent wll conply so long as
they think that the five percent wll be caught and
puni shed.

That's basically the theory. He didn't have any

statistics to back that up
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What |'ve generated in ternms of statistics is in
the follow ng six pages, which I'I|l |eave for you to read at
your | eisure.

The first three are exanples of prograns of
audited self-regulation where there's an internedi ate SRO.
The last three pages are exanples of self-enforcenent
prograns where the agency has left to the regulated entity
how best to determ ne how to conply.

Most of the rest are exanples of prograns that
are effective and operational now. There are a few at the
end of both tables of prograns that were never tried or
tried and di sconti nued.

MR. PECK: Thank you.

What we will now do is ask Peter to conme up as an
expert in the current regulatory process, and also as a
know edgeabl e person about delivery systens, to reflect on

t hat .
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| did give Peter enough warning so that he did
get a chance to read Doug's papers in advance, so if you
woul d now come up

MR. BEWLEY: Thank you, Jonat han.

| even nmade sone notes while | was reading.

One of the things that struck ne as | was reading
Doug's papers and as | was listening to him was that what
he's talking about is not new to FDA regulation and
enf orcenment .

Much of what he tal ks about, although he doesn't
make reference to it in his papers, has been incorporated,
to a greater or lesser extent, in sone FDA activities.

The problemis that it's been haphazard, probably
hasn't been thought through as to its applicability across
the board, and hasn't really been thought t hr ough
systematically in the way that Doug has laid it out.

Let nme give you a couple of exanples of the kinds

of things that |I'mtal king about and how they fit into both
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the audited self-regulation nodel, although perhaps not
perfectly, and into the self-enforcenent nodel in fact
probably nore perfectly.

Let's tal k about audited self-regulation first.

We have soneone here from the USP. That is
probably one of the earliest exanples of audited self-
regul ati on because what the Food, Drug and Cosnetic Act says
is that you violate the Act if you pretend to be a USP
product and you're not, but you conply with the Act if you
are a USP product and conply with the nonograph.

Many of the things that Doug has tal ked about, in
terms of having an internediary exist with the USP. USP
actually creates the standards, creates the test nethods
and then people apply those standards and test nethods to
their own products.

Then the FDA conmes in and audits you to determ ne
whet her you conform with those standards, and in fact wll

find you in violation of the Act if you don't conply wth
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those standards, a perfect exanple, | think, of audited
sel f-regul ati on.

One of the questions that we ought to be asking
ourselves is whether that nodel can be expanded. It is
today used only with old drugs. That is not to say that the
monogr aphs just don't apply to new drugs; they do. But for
nmost drugs today, you nust have affirmative FDA approval in
order to market the product.

Wiy couldn't we, I'll talk a little bit about
this later, once we have obtained approval of the first
product in an appropriate nanner, and have given that
product its appropriate patent |ife, and taken care of the
i ssues of exclusivity, why couldn't we make the USP the
guardi an of further entrance into the marketplace and renove
-- here I'mtal king about renoving the entire generic drugs
division fromthe FDA, renove that fromthe FDA and in terns
of savings costs and head count, a major contribution to

that from an FDA perspecti ve.
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Let me flip over to the second kind of
enforcenment that Doug talks about. And that is self-
enf or cenment .

If you look at the Radiation Control For Safety
Act, it is a perfect nodel of self-enforcenment. The agency
sets the standards and then each manufacturer self-certifies
its products as neeting those standards, and each
manufacturer is obligated to tell the agency when its
products fail to neet those standards.

It fits right in with what Doug is tal ki ng about.
There are severe penalties for failure to neet standards
and if you read Doug's witings, he tal ks about the issues
of crimnal sanctions when people self-report in the context
of self-enforcenent. And those issues are right there in
the Radi ation Control For Safety Act.

This is not unique to the United States in the
nmedi cal device area. The European Comunity has just gone

t hrough the process of taking an unregul ated nedi cal device
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environment -- essentially unregulated -- and turned it into
sonething between audited self-regulation and self-
enf or cenment .

It has done this by authorizing notified bodies,
organi zations that you mght equate wth Underwiters
Laboratories, to certify mnufacturers' quality systens
whi ch, wunder the European system go from the design of
pr oduct s, the design st age, al | the way through
manuf act uri ng.

You have your system certified, and then, for
nmost products, you sinply market the products that are the
result of the system and there is no governnent
i ntervention whatsoever for sone products.

You al so have to establish for the notified body
that you've done the necessary testing for the product to
assure its safety.

But, again, this nodel seens to work, or at |east

seens to be attractive in the nedical device area.
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The one area where | have sonme difficulty in
seeing either of these nodels extended is to the first
approval of a new drug product. | say | have difficulty. |
don't think it's inpossible. | think it's sonmething that
probably deserves sone serious attention and serious
t hought .

Let ne give you sone other ideas about things
that we could do that fit within Doug's nodel

Let's talk about new uses for already-approved
drug products. The agency spends an awful |ot of tinme today
wor ki ng on approval of new uses.

Jonathan has said, in this new environnent, in
t hi s managed care environment, what are the trends we see?

Well, one of the trends we see is that the
managed care organi zati ons want to use products based on the
| atest scientific information. They want to use them nost

cost-effectively, and they want information from the
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manuf acturers of these products about how the products can
be used nost effectively.

Can we reduce the doses? Can we shorten the
treatment period? Can we use one cancer drug on another
ki nd of cancer?

Conpanies today can't answer those questions
wi t hout getting FDA approval. That' s an overstatenent but
it's close to the truth.

Wiy shouldn't we have audited self-regulation
t hrough peer review journals, for exanple?

Wy can't we say that new uses for approved
products can be approved externally by the peer review
journals or by the USP through USP dispensing information,
the AVA drug evaluations, sonething |like that, and take the
load off the FDA to approve these new uses for already
approved drugs.

Good manufacturing practices. Does the agency

have to be involved, on a day to day basis, in inspecting
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and enforcing the good manufacturing practices for drugs and
devi ces?

Can we use the EC notion of having an
underwiter's |aboratories certify on an on-going basis
conpliance with good manufacturing practices?

One of the benefits of approaching it that way is
that you divorce the product approval process fromthe good
manuf acturing practice enforcenent process.

One of the things that the agency does today is
hol d over manufacturers' heads, conpliance with its views of
what good manufacturing practices are against the threat of
non-approval of its products.

If you divorce those and have Underwiters
Laboratories responsible for on-going review of good
manuf acturing practices, we take that kind of what | believe
to be an inappropriate regulatory hamrer out of the hands of

t he agency.
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Qut cones neasurenment. Again, in the environnent
we have today, as Jonathan tal ks about in managed care, one
of the critical issues for nanaged care organizations is
what are the outcones from treatnent, and how do | neasure
t hose outcones? How do | neasure the cost of the outcone
against the quality of life inprovenent in the patient
agai nst the reduction in norbidity or nortality?

Nobody knows the answers to those questions
t oday. Those are sone of the toughest questions we're
dealing with today.

Yet, the FDA today, because it directly regul ates
advertising and pronotion of both pharmaceutical products
and nedical devices, is hindering the dissemnation of
i nformati on about outcones.

Wiy can't we use the sane peer review process
that | tal ked about earlier?

O why can't we rely on the nmanaged care

organi zati ons thensel ves, who are not, as the FDA believed,
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unsophi sticated sole practitioners, but who are staffed with
Pharm Ds and expert pharnacol ogi st physici ans?

Wiy can't we rely on the purchaser in this
context to make decisions about the quality of our outcones
research and meke purchasing decisions based on their
eval uation of that information?

Take that all out of the hands of the FDA and
reduce the staff in drug narketing, advertising, and
communi cations division by three-quarters?

Keep that division there for the purpose of
auditing what's going on out in the narketplace and make
sure that there aren't any really big lies being told, but
| et the purchasers evaluate the information

These are sort of random thoughts, as | was
readi ng Doug's paper.

One other area of self-enforcenent and self-
reporting that already exists is in adverse drug reactions.

Today, manufacturers are required to report those to the
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FDA. The FDA evaluates them when it wants to, doesn't
evaluate them when it doesn't want to. But the
manuf acturers thenselves have to worry nost about them
because of tort liability.

So the real enforcenent from an adverse drug
reaction product def ect standpoint today cones from
manuf acturers thenselves who are worried about being sued
for the product problens, and who are worried about the
ultimate liability down the road with the FDA, if they fai
to report.

But in fact the Agency is not the primry
enforcer with respect to product defects today.

Let me go back to good nmanufacturing practices.
You may think that it's beyond the pale that the FDA woul d
give up the right, routinely, to enforce good manufacturing
practice obligations but, in fact, they're doing that today
in the context of consent orders for conpanies that have

been found to have seriously violated the GWs.
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One of the things that's included in consent
orders on a fairly routine basis is that the conpany engage
an independent, outside GW auditor who will report to the
conpany and to the FDA if serious problens arise.

This is a case of an internediary being created.
And, in fact, Doug's point is you need internediaries to
exi st, or you have to create them In the FDA area, there
are a nunber of internediaries, either like a USP or I|ike
GW consultants or I|ike wunderwiters' |aboratories that
already exist that we're going to be |ooking at as nodels
for going forward on sel f-regul ation.

| think with that, I'll sit down.

MR. PECK: Thank you.

| think we've got sonme provocative ideas here for
us to |l ook at, as having sone rel evance to reengi neering the
FDA.

Wth that, et nme ask for questions.

Pl ease identify yourself when you ask a question.
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MR, WEST: Bob West, Food, Drug, Chenica
Ser vi ces.

Some of your ideas in relationship to standards
of manufacturing and controls nmade sone sense.

| think where we get into real problens is
whenever there's a proof of efficacy or proof of safety
involved, which is still an integral part of an alternative
or new use for an old drug.

| don't think it would be in the interest of the
FDA, nor would it be in the public interest at the nonent,
to give that up. Unfortunately, the US FDA, in contrast to
t he Europeans', are even reluctant, at the present tinme, to
turn over to peer reviews, the idea of an |ND The first
stage of an IND being reviewed by the institutional peer
revi ew group, and that being adequate.

That's done all the time in Europe today. You
can go to phase two in Europe wthout talking to any

regul atory people at all.
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W're not there, and | think one of the mgjor
probl ens we have, and |'ve talked to a nunber of world class
investigators who are terribly afraid that some of the
i nnovative first study work and new technology is not being
done in this country, and wll not be done in this country
with our current regulatory climate.

They may even be done in the third world, rather
t han bei ng done here.

W have gotten ourselves in a regulatory box
whi ch we can't get out of.

MR. BEWLEY: Bob, the fact that the Agency is not
ready to give up authority in a particular area doesn't
bother ne at all. |"m quite happy to tell the FDA that it
has to give up that authority, if | can convince Congress
that that's the only way to go.

When you tal k about new uses for approved drugs,
t he Agency does not add val ue, because those uses are in use

t oday.
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In cancer chenotherapy, in particular, over 50
percent of the wuse of products is off label, based on
publications or based on word of nouth, or based on other
sources of information, not FDA approval.

It seens to nme that where the FDA does add val ue,
as it doesn't in that particular case, we ought to get rid
of them

MR, PECK: Peter, let nme just ask, even in that
regard, because you're talking about today |ooking forward
to nore integrated service networks of providers, is that
going to be nore so?

MR. BEWLEY: Absolutely, because those integrated
service networks are going to have even better capabilities
to evaluate the clains and the research for those products
t han do individual practitioners.

VWhen 90 percent of care in the United States is

managed care, and you have organizations |ike Kaiser
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eval uating products based on the published research and in
fact doing their own research, absolutely.

MR, PECK: O her questions?

MR. VALENTINO Joe Valentino fromthe USP.

USP's always been very careful and limted its
activities to standard setting. And it has distinguished
enforcenment of the standards fromthe standard setting.

And sone of the things that you proposed would
cross the line for USP and would involve us in not only
standard setting, but perhaps in certification or sone sort
of a licensing thing.

I"m just wondering, first of all, if that's a
di stinction you want to mnake.

Also, do you see any problem with a private
organi zation having both roles, the ability to set the
standard and then enforce the standard?

Are we getting very close to the line of what

woul d constitute a governnental body?
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MR. BEWLEY: Actually, Doug has tal ked about that

in his research

MR M CHAEL: | was interested when Peter brought
that up, because standard-setting is sort of like a self-
regul atory organi zation, if you will, because one of the key

things that nmakes regulation regulation is the ability to
af fect conduct.

Techni cal |y, standard-setting organi zations don't
have that. The USP is one of nany. The governnment relies
on its reqgulations wth Underwiters Laboratories on
buil di ng codes and all kinds of things, and those entities
just set the standards. Technically, they don't enforce.

Now you have a hard tinme convincing the Federa
Trade Comm ssion or the Justice Departnent, for exanple,
that the people who subscribe to those standards don't al so
enforce them too, but it's clear that the standard-setting

entity itself does not.
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That was a Jlong previous topic of t he
Adm ni strative Conference. They had soneone else do a |ot
of research and they had recommendations on appropriate
procedures in standard-setting organi zations.

But you're right, it's very different to take
that additional step and say, we're going to neke the
standards and/or either enforce themor certify themif they
don't.

MR PECK: Are there exanples where that
certification is done by a standard-setting body in
relationship to the self-regul ation?

MR. M CHAEL: The ones that |1've cited here are
not standard-setting bodies but they all have independent
i npl enent ati on.

MR. VALENTING W did it once, nmany, nany years
ago with liver preparations when there was a problem with
how to standardize l'iver pr epar ati ons. And had

manuf acturers submt the results of their clinical testing
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to a USP comm ttee which then assigned a potency to it that
al l oned the product to be | abel ed and thus narket ed.

It was a forerunner of the new current drug
application procedure, but was done entirely in the private
comunity.

MR. M CHAEL: In response to the previous
question, | would inmagine that one of the other things that
i npacts whether or not you can do this is sinply the
political realities.

There are lots of situations, the point being
that the FDA isn't going to give that up probably because
they don't see that there's a way that it would work over
here. There are lots of things that you could do, it would
be prudent to say.

First it would be possible to say, if banks could
do their own safety and soundness certifications, they'd
probably know better than the people fromthe conptroller's

office that are going to cone in. That's not going to
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happen. It's going to have to be years because bank failure
is going to have to fade from nenory.

The Food Safety and Inspection Service in
Agriculture has tried unsuccessfully many tines to
streanline the inspection processes in neat packing and
processi ng and poul try packi ng and processing plants, sinply
because Congress won't have it. They had to adhere to an
outdated | aw which, as you probably know, requires physica
i nspection of every carcass. It doesn't do any good at all,
but they won't change it.

MR, BERGER Ed Berger of the Institute for
Heal th Policy Anal ysis.

If | may further that |ast point, there seemto
be two parts of the political issue that are inportant,
having to do with the Congress.

One is there's certainly a feeling abroad in sone
parts of the |land that has gone in the direction of a trend

that's quite different fromthe one you' ve suggested.
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That is, traditionally over decades, we' ve
separated regulation from pronotion in governnment agencies
in order to nmake it purer. And in fact, another step has
just been taken this |ast week.

The public trend in this country has been to in
fact push nore and nore activities on governnment regul ation
and nmake it purer by separating it from pronotion in the
FDA, the Departnent of Agriculture, the Nuclear Regulatory
Comm ssion, the AEC and so forth. And |'m just not
famliar, with a very few exceptions in the last few years,
with any suggestion that that trend is Iliable to be
reversed; that the Upton Sinclair phenonmenon of many years
ago isn't going to rise again in sone fashion that wll put
a scare tactic in the face of the public.

The second is that the Congress itself wll give
up jurisdiction if they in fact turn over regulation to a
private body, and it would be seem to be antithetical to

their owmn desires to have that happen.
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But having said that, what do you both think?

MR. M CHAEL: It depends how badly they want it
to work. I would say the prinme exanple of where that's
happeni ng, despite suspicions, is in air pol | uti on
regul ation. Maybe I'mbeing a little unfair to the EPA, but
it's bogged down, it's broken down. They sinply can't do
what the |law has required themto do.

OSHA has the sane problem There are five or six
mllion work sites in the country that they can't get into
directly if at all, and the EPA can't directly permt or
through the state-certified prograns, get permts or
permssion in every area where there needs to be
certification done as the | aw requires.

MR. BERGER There are lots of exanples where
Congress has placed obligation with regul atory agenci es that
they know full well cannot be fulfilled, however nany
resources are put into those pl aces.

Not wi t hst andi ng, that hasn't stopped that trend.
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MR.  BEWLEY: | think one of the things that
you're mssing is the first word of Doug' s approach which is
audi t ed. You don't give up the authority in the agency
ultimately to regul ate. In fact, it is a key to audited
self-regulation that the agency be able to enforce. What
you give up is the day to day regulation, the day to day

i nvol venent of the federal officials in the running of the

busi ness.

Is that fair?

MR. M CHAEL: Ckay.

MR PECK | think Ed's raised an interesting
point. It has to do with public outrage when sonethi ng goes

wr ong. And one could see, on this political trend, if we
want sonebody to bl anme sonet hing went wong, does that make
this approach unfeasible or is what you' re saying, no, we
can still go after what is wong and show that, and it would
be | think what you called the residual enforcenent for

those, yet it may be politically possible or also satisfying
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to Congress and the public that this kind of system wl
prevent sonme proportion of what's going so that there wll
be actually fewer instances to be outraged.

Have | m scharacterized?

MR. M CHAEL: | think you need both Congressional
faith in the agency, like | said before. Do they take their
m ssion seriously or don't they?

If Congress isn't satisfied they take their
m ssion seriously, they won't be wlling to pass off any of
their responsibilities.

MR,  SCHULKE: David Schul ke from Congressman
Wden's office.

| think that a couple of the ideas that each of
you has shared is very interesting. My bosses |ike the
i dea, for exanple, of having sort of a supervised industry
di ssem nation of new data about off-|abel uses, prior to the

whol e protracted period of peer review and publication which
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sone people in FDA have asked legitimte questions about,
but we're trying to figure out a way to nake it work.

One of the things that gives ne pause, however,
in this approach, either for off-label use or any other
regul atory apparatus, is the experience within the JCAHO

| f you | ook down at the sort of nuts and bolts of
it, the JCAHO is exactly what you depict, a state-audited,
sel f-regul atory organi zation; health care financing through
contracts wth the state governnent to conduct Health Care
Fi nance Adm ni stration surveys, behind the JCAHO a certain
anmount of time, of the health care providers that are
certified by them

But if you look at the bulk of these providers,
when it's tinme for JCAHO to cone in, they know they're
comng and they work their tails off for weeks to get up to
snuff to be ready.

|'"ve seen people Ilike this going through

unbel i evabl e anpbunts of work to get ready so they'll 1ook
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okay, so that they can go back to sleep for three years and
wait until the next tinme to be good.

VWhat alarns ne about it is there's no lasting
i npact of that. | know providers have lived through cycles
like this, I've lived through cycles like this with them
and by golly, you know, it's the sane every tinme. They have
to work their butts off to get ready, and I|'m thinking,
where is the lasting inpact, not just the stage set, you
know, for the inspection.

It worries ne that that would be true. It's true
of direct federal regulation and direct federal inspection,
as nmuch as it is for self-regulatory organizations.

It seenms to nme it would be a nuch nore
fundanental dynamc we'd have to worry about. If you're
going to have an entity which is not an enforcer and doesn't
have that franme of mnd where they're going to conme in |ess
often, and they're going to try to conserve governnment

resources, like JCHO you have this problemin spades.
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You can't legitimately claim the trust of people
on the hill or anywhere else with this nodel, as long as
t hat underlying problemis not resolved.

| believe that the federal effort does not solve
it. But at least if it's nore often, and the people who do
it are regulators and they understand that role, and we have
sone feeling that they're a |little closer to direct
responsibility than you are with this couple of arms length
renmoved process.

Any suggestions for how to nmake that work?

MR. M CHAEL: It can't work unless you've
identified underlying incentives for people to conply with
the | aw The economist's best exanple is, if it's in your
economc interests, it's good business to conply because
that's the reason for the regulation to be there.

If you don't perceive that there's a reason that
affects your business, you won't be notivated to conply with
it.
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Manufacturing and pharmaceuticals is a good
exanpl e, and meat and poul try processi ng, and
st ockbr okeri ng. You have a vested interest in nmaking sure
that your shop is clean and everyone else's is too. Because
the public won't buy your product if they think it's an
adul terated, fraudul ent product.

Whet her or not you can convince policymkers of
that, or whether or not it's true on a grander scale, |
don't know.

In areas where you can't identify that self-
interest, it can be created by the agency wth | eniency,
sonmet hing very conparable to what you tal ked about.

OSHA has a very small but fairly successful
program of voluntary participation in work site health and
safety inspection. And the carrot they have is we wll
inspect you tri-annually instead of annually, if you pass

our standards, and you certify yourselves and work with the
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enpl oyees at your work place, you won't see us for three
years. Oherw se, you can count on seeing us every year

The main reason that the programis so small is
that in fact you can't count on seeing OSHA every year.
You'll be lucky if you see them once every 15 or 20 years,
so the carrot isn't as big as they'd like it.

But maybe that's an exanple where, if the self-
interest isn't there, you can create it by maybe turning it
around in the issuing of government permts or grants, or
being left al one.

MR, BEWLEY: | guess another way to create that
self-interest is with sonme sort of unannounced spot check on
both the provider, the hospital, and the JCHO so the
provi der never knows that he's free for the next three
years.

VWhat he knows is there's a ten percent chance

that HCFA wll show up at the door twelve nonths after his
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survey to nake sure he's still doing the things that he said
in the survey.

MR. SCHULKE: You'll permt me one sentence?

| think that then you have to bear in mnd that
the very dimnished regulatory presence of all the agencies
that we're tal king about already suggests that you aren't
going to get a lot of savings by paring that back.

Because HCFA and FDA have a very thin field

presence. And a |lot of the presence is so slender and
infrequent, | think, that I'm not sure it has the effect
that you're saying it should have. Logically, it should,

but the chances of getting hit by HCFA inspection to seek
contradictory JCAHO accreditation is infinitesimally small.
And | suspect the sane is true for FDA in a |ot
of its activities, |like marketing, since that takes place in
such a widely dissemnated way. That's ny concern about it.

And the notivation for doing this is likely to be cutting
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back on governnment expenditures which will nake the auditing
function | ess credible.

MR, PECK: O her questions?

MR, VALENTI NO | was just going to nmake a
comment .

| think wth sone of the enployee protection
statutes, | consider USP to be a hundred percent audited al
the tinme by OSHA If anything goes wong in our place

OSHA's going to know about it in five mnutes, because |I'm
sure one of our enployees will nake that call.

MR M CHAEL: That's the main protection for this
vol untary program There's inspection of every reported
accident or incident and the enployees are ever willing to
report what their enployers are doing.

One thing that makes it worthwhile is an inforned
adversary on the other side. The counterpart is, | think,

m ssi ng when you go to consuner regul ation.
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Can you be an i nf or med consuner of
pharmaceutical s? You can see an accident or an injury.

MR, BEWLEY: You can be an informed consuner of
pharmaceuticals if you re Kaiser or one of the other nmajor
managed care organi zations. That's what's changi ng.

MR. BERCGER On the other side of ny argunent,
there are two exanples, relatively mnor, in your canp, |
woul d say, in recent tines.

One is a very small program fornmerly within the
EPA, which had to do with the regulation of flocculents used
in water treatment plants which the EPA in fact voluntarily
gave away to a certified organization.

The other is in the realm of cosnetics where
about 20 vyears ago, | guess, 14 years ago, a fairly
el aborate system based very nuch on the Admnistrative
Procedures Act, in fact was set up privately to review the

list of ingredients in cosnetics.
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That continues to the present day over the
ki cking and screaming of FDA. But in fact it has, | think
wor ked quite well.

MR. BEWLEY: Actually, the cosnetic industry is
an excell ent exanple of a bunch of the principles that Doug
i s tal ki ng about.

The way you get onto the market with a cosnetic
is sinply to nake a determination for yourself that it is
safe, and then go to market. Your risk of exposure is if
the FDA should conme to you and say, show ne the proof that
this is safe, and you don't have it.

In addition, from a risk standpoint, there is a
conpletely voluntary program to notify the FDA of adverse
reactions to cosnetics. Sonme conpanies participate in the
vol untary program and sone conpani es don't.

The third exanple, the cosnetic ingredient review

that's run by the CTFA, is another exanple. The cosnetic
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industry is probably the best exanple of an FDA-regul ated
industry that in fact tries to operate on Doug' s nodel.

M5. CHERTOF: Susan Chertof from Arnold and
Porter.

| have two questions. They're not really
rel at ed.

One is, soneone said that the economcs of the
situation are such that the industry has an incentive to
keep itself clean or consuners wll stay away fromthe whol e
i ndustry.

The exanple |I think you used was the stocks and
bond i ndustry.

But it seens to ne, for that incentive to exist,
it has to be a product that people can take or |eave. You
know, people can put their noney in the bank if they don't
trust stocks.

But | wonder with health care devices that are

used during surgery, or drugs, or cancer treatnents or
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what ever where the individual person is not in a position to
evaluate and really doesn't have any choices available to
them if that kind of incentive can even exist.

MR. M CHAEL: | think you're right. | think it
breaks down at a certain point where you don't have a
choice. You have a choice with neat and poultry. You can
ignore it conpletely. You have less control W th
prescription drugs, and al nost no choice at all.

M5. CHERTOF: VWhat would nmake self-regulation
wor k?

MR MCHAEL: | never tried to shop it as a cure
al | .

MR, BEWLEY: But | wll.

(Laughter.)

MR. BEWLEY: Doug's basic premse is that you
need an incentive. One incentive can be that you need the
i ndustry, as a whole, to |ook clean, but another incentive,

there are a whol e bunch of incentives.
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Anot her incentive is the tort |aw system where
if you market a defective product, you end up paying
substanti al danmages.

Anot her incentive is the threat of regulatory
action if it's a credible threat. And | agree with you,
David, it has to be a credible threat.

So there are a nunber of different incentives
that one could either acknow edge or create that would nake
audited self-regulation work in the food, drug, and device
i ndustry.

MR PECK: Also, just a point is that in your
exanple, a machine used during surgery, the decisionnmaker
there typically would be the hospital or nanaged care
organi zati on, as opposed to the consuner, at that point.

And actually | think that's true probably of
pharmaceutical selection too. |It's a fornmulary decision. A
drug decision about a prescription is likely to have cone

through sonme organization as opposed to an individual
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consuner or physician, where there are different |evels of
i nformation.

So | would just like to point that out so that
we're thinking about the future situation, rather than the
past .

M5. CHERTOF: That's kind of a good segue to the
second question | want to ask from NovaCare.

You seem to be suggesting that managed care
organi zations could sort of function as a proxy for
consuners in having the expertise and the incentives to

eval uate things and keep bad stuff off the market and good

stuff on.

It seens to nme that their notivations are going
to be different. | mean, this is just as sort of an
i ndi vidual health care consuner. I'm not sure a conpany

that is looking at its bottom line is |looking at the sane

thing that I want to | ook at.
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And I'm not sure | feel confortable having them
be the wat chdog.

MR. BEWLEY: One of the key issues in health care
reformis how to get quality of care into the eval uation of
managed care organi zations. There are a |ot of discussions
goi ng on about report cards.

At the end of the day, if this is all going to
work, you're going to have sone way of evaluating HVO 1
agai nst HMO 2 against HMO 3, such that a consuner can say,
I'"'m nmuch nore confortable with HMO 1 because they really

score high when it conmes to cancer outcones.

So I'"'mgoing to pay a little bit nore. 1'm going
to contribute sonething. My enployer gives nme $5,000 a
year. I"'mwilling to add $2,000 to that to belong to this

HVO because they have better outcones.
W need to have information available so that
consuners can evaluate the quality of care provided by the

managed care organi zations. Then it will work.
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M5. CHERTOF: Who's going to do that?

Are you back to sone sort of regulatory
organi zati on?

MR.  BEWLEY: You know, having cone from the
provi ders' side and the manufacturers' side, | haven't given
a lot of thought to how we create the quality of care
nmeasures for the managed care organi zati ons.

But | don't see why self-regulation can't work in
t hat environment as well.

MR.  PECK: Just a couple of references because
it's an inportant question you' ve raised.

We have dealt with this in tw forner Foresight
Semnars, and there is, certainly for the managed care
groups that are doing quality evaluation. HDI S standard
setting is one exanple, but another is, and David, |
remenber you in our Cost Effectiveness Foresight Sem nar,

| ast year.
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Your point is so inportant and it was driven hone
by a person who was saying, nmake sure, whenever you hear
cost effectiveness, you're asking the question, from whose
perspective. Because the managed care organi zation that has
an annual profit part of that wll have a different
perspective than you and | m ght have because we don't think
about our health in annual terns. W may be thinking about
the life course.

And so how you neasure cost effectiveness, even
over what tinme period you take to neasure it, is very nuch a

function of what perspective you're taking.

So | think your question is a very significant
one.

Yes, sir?

MR | NG Tom | ng. I'"'m a health fellow from

Senator Sinpbn's office.
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As an epidemologist, | think there are certain
applications, certain products or industries where self-
regul ati on may worKk.

| wonder, though, if we've got to keep in the
back of our mnds the difference between nmaking the
regul ation process regulations nore efficient in the first
pl ace, versus do we want a whol e new nodel

But let nme just cone back.

One of the things | worry about in the self-
regul ati on nodel for industry or the high risk products for
industries is the sense that industry can be relied upon as
being objective in their analysis and evaluation of the
research.

|'ve personally been involved in sone anal ysis of
studi es done by conpani es, private conpanies and industries
that basically had their conclusions before they started

their study.
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One of the industries | can think of basically is
the tobacco industry. That's a pretty clearcut exanple, |
thi nk, of this problem

| wonder if you had sone thoughts about, do we
really need another nodel for a high risk industry or
product versus a lower risk industry or product.

MR. M CHAEL.: This is supposed to be a good one
in the sense that the regulator is supposed to be there as a
consultant. Do you mean the risk of the product?

MR | NG How does that play wth the type of
regul ation nodel that you would want to apply to that
i ndustry?

Do you think the risk of a product or the risk of
an adverse outconme as a result of that product, given no
regul ation or deregulation, should play a role in deciding
what kind of nodel to use for your industry?

MR. M CHAEL: Yes, but it may be opposite.
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"' m not sure | have good real world exanples but
| think the theory makes sense. If the event you want to
prevent is an accident at a nuclear power plant, which is
kind of irreversible, it's better to work with NRC and with
| NPO and with the utility to prevent it, rather than to say,
here are the standards and we'll watch you.

If there's a neltdown, you're going to have to
pay a big fine. That doesn't work too well.

Congress was willing to permt the trading -- |
shouldn't call themrights -- permts to emt sulfur dioxide
and cause acid rain. You can trade and permt those.

| don't think they permt the same Kkind of
trafficking in adulterated nmeat and unsafe drugs or anything
i ke that. So, yes. The nore severe the harm that the
regulation's directed at, the better it is to work wth the
regul ated entities to prevent it, which is encouraging

conpl i ance, rather than punishing non-conpliance.
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| nmean, it's easy to say that. It sounds good
but how do you do it? If you start with that philosophy,
you ask different questions.

MS. VOGT: Donna Vogt, CRS.

"' mnot sure | understand conpletely but it seens
like just a little down the road, you have a |lot of barriers
to entry of new people into industries that are self-
regul at ed because this, “self-regulated group” could sort of
put up barriers so that you wouldn't have new entries, new
peopl e comng in, nore conpetition. You'd in fact have nore
and nore of a nonopoly situation.

Can you respond to that?

MR. BEWLEY: |'"'m not sure | understand why that
woul d be if you net the standards.

Take the Radiation Control For Safety Act, which
is the second piece of Doug's nodel or Doug's second nodel,
where the standards are set, either by the agency or it

could be by USP or sonebody |ike that.
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And then the conpany, itself, tests its product
to see whether it neets those standards, and then certifies,
puts a | abel on the product and says, this product neets the
st andards and markets the product.

Anybody can do that. There is no limtation on
participation in the standard-setting organization or in
going to market. So I don't think there's anything in
Doug' s nodel that inherently restricts entry to the market.

MR. M CHAEL: | think your concern is legitimte
and many people have it.

What we're tal king about is concerted conduct by
the regulated entities to not restrict conpetition because
we want to get a good product. That's restricting
conpetition regardl ess.

As the gentleman from USP probably knows,
standard-setters are favorite anti-trust defendants because

if you standard set plus a little bit, you'll be in trouble.
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If you' ve studied that across the law, you don't get good
answers but you get lots of cases.

ASME is a good exanpl e. You have to be carefu
when you're a standard-setting organization or even a self-
regul atory organi zati on process, and courts typically foll ow
process-oriented renedies in |ooking at open proceedings,
fair proceedings. Not packing the hall, when the standards
are set, with your people setting the standards.

They look nore at process protections and it
seens |ike perhaps a peculiar union to say we want open
heari ngs, we want noti ce, we want good procedures;
otherwise, we'll be suspicious of your anti-conpetitive
notivations, but that seens to have been the answer.

It arises much nore frequently with the audited
sel f-regul ati on nodel because t he sel f-regul atory
organi zation has inherently the power to affect conduct.

The standard-setters aren't supposed to, but they do.
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MR. VALENTINO |I'd have to agree with everything
you' ve sai d. We're always very conscious of soneone
presenting to us a |lockout specification which would
prohi bit sonmeone from comng to market, and we do have the
pr ocedur es. W have publication and notice and open
meetings and things |ike that.

But one thing that's a little different in our
deci sionmaking process is that we're not an industry
consensus body, which nost standard-setting organizations
are. Qur standards are set by elected experts who conme from
the industry, the governnent, and academa, as well as
private practice.

So what you do is, you have a blend of interests
| ooking at a product or the standards for that, and that
sort of elimnates a lot of what mght occur to have
| ockout s.

MR. PECK: So the process protections are vital.

MR. VALENTI NO Very nuch so.
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M5. CLAYTON: El eanor C ayton, General Accounting
Ofice.

This is, if you'll forgive ne, straying a little
away from the FDA and pharnaceutical aspects into the
service side. I'"d like to take advantage of M. Bewley's
pr esence.

Do you see any application of either of these
nmodel s in your own industry or simlar service, rather than
to a device-oriented industry?

MR. BEWLEY: Frankly, | don't.

One of the things that Doug points out in his
paper is that there are certain areas where, for public
policy reasons, we stay away from regul ati on.

| think the practice of nedicine was one of those
ar eas.

O if we don't stay away from it, we're very,

very careful about how we do it.

100 North Pitt Street, Suite235 Alexandria, VA 22314
(703) 684-5880 (703) 684-0640 fax
http://www.altfutures.com



Institute for Alternative Futures
Foresight Seminars on Health and Innovation

| think the sanme thing applies wth respect to
how hospitals treat people, how physical therapists treat
peopl e. | think we want to stay away from telling
i ndi vi dual providers exactly how they have to do this.

We can establish practice guidelines that tell
peopl e general ly what the outcones are that they ought to be
| ooking for, and when they ought to intervene. 1'd be nuch
nmore careful about regulating the actual delivery of care.

MR. M CHAEL: | don't know if it's one of the
bi ggest exanpl es of managed care, but nedicare and nedicaid
have basically contracts with one agency in each state which
IS an insurance conpany by a different nane, but they have
t he sane probl ens.

You nmake sure that cost contai nnent doesn't turn
into quality containnent as well. It's anathema to have the
government tell doctors how to practice nedicine.

You may or nay not believe that, but that's what

they say in Congress. So they want that contracted out to
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peopl e who presunably know the business better and aren't
directly responsible to governnment to have contracting
revi ew over those deci sions.

MR SCHULKE: 1'd like to follow up the question
of Dr. C ayton.

M. Bewley, this is about applying the audited
self-regulatory nodel to the service side.

In this never-ending Congress, there was a bunch
of proposals, you know, to try and reach into this area, as
opposed to paring back the regul atory presence as opposed to
FDA which is the context that this is usually brought up in.

There was an attenpt to use this kind of nodel to
get closer to accountability for services. The idea was to
require quality inprovenent activities by health plans which
woul d require the insurers of providers, which were nenbers
of the networks, that there would be an auditing entity,
probably a foundation or sonebody who woul d be | ooking over

the shoulder of those entities to be sure that they were
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really profiling the outcones, observing how nuch variation
there was, and trying to reduce the variation towards the
best practice, and if they didn't find that was going on, to
nudge themto do it.

Is that a faulty application of the nodel, or
does that seemto you to nake sense?

It's not the same thing as saying what the
standards were for an MD. but instead |ooking at the
out cones, and attenpting to get their own practitioners to
nmove toward best practices.

MR. BEWLEY: \Were | personally cone out on that,
and | have to say | don't speak for ny conpany in this
regard, is that it makes nuch nore sense, first, to try to
create the neasures, the quality neasures and see what
happens as nmnanaged care organizations begin to try to
conpete with each other on those outcone neasures, rather
than create an organi zation to start forcing people to adopt

practices.
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That's where | cone out.

MR.  PECK: If | could nake just a couple of
observati ons. At our |last Foresight Sem nar on Disease
Managenent Systens, where best practices were anong -- we

were saying, we can see best practices for people, for
exanple, who are very sick with diabetes or sone of these
rare |ife-defining conditions.

That question of incentives, that they adopt
those, where they rely on nanaged care.

It seens to me, David, you're raising that froma
different vantage point, but that issue is alive and is
significant to address froma policy perspective.

And second, really you nentioned before, there
are consultants who can play that role, and so there are
conpani es that now do the evaluation of best practices.

Med Qual woul d be one exanple where they | ook at

hospital data and do conparative anal yses to say what's the
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best practice, and then how can you get all the hospitals in
the systemup to the best practice of the standards.

That seens to ne, as a dynamc in the
mar ket pl ace, these things are there.

MR. WEST: That thinking, though, assunmes there's
equal pr of essi onal conpetence in each one of t he
institutions. Plenty of the data suggests, for exanple,
whet her it be angioplasty or bypass surgery, if you don't do
it often, your results are not going to be as good as the
guy that does.

You ny prescribe the quality but there's no
hands- on experi ence.

MR. BEWLEY: That's why availability of
information on the outconmes is critical.

MR. PECK: And to consuners, as choice makers.

Yes, sir?

MR. VH TE: Tom Wite from PHARVA t he

Phar maceuti cal Research and Manufacturers of Anerica.
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| was interested in Peter's treatnent of the GW

as really a good candidate for affecting change that would

serve both the patient, the industry, and | think the
regul at or.

There are several aspects of Part 211. | don't
know how nany people here understand Part 211. It's

certainly the rigorous regulation for good nmanufacturing
practices for finished pharnaceuticals.

The basi c underlying concept of Part 211, when it
was devel oped in the md-seventies, was to provide a quality
assurance program for drug manufacturers to assure that
products released to the nmarket were safe, effective, and of
good quality.

It originally was what was required but the
regul atory creep, you mght call it, changed from what was
required to how that assurance was nai nt ai ned.

So Part 211 now represents a barrier to inproved

drug manuf act uri ng. It represents a barrier to
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t echnol ogi cal advancenents that are now avail able for drug
manuf act uri ng.

"1l give you one exanple right now.

The agency has, out for review and comrent, a
proposed rule on electronic signatures and el ectronic batch
records. It's called the electronic signature proposed
rul e.

The genesis of the proposal canme from industry's
concern that a provision of Part 211, a specific provision
that required a handwitten signature on a batch record, and
the industry was increasingly, as you m ght expect, going to
el ectronic systens for nmanaging the drug manufacturing
process and controls for those processes.

MR. PECK: May | interrupt for a second, Ton?

Wul d that nean, just for exanple, an electronic
continuous nonitoring, as opposed to physically dipping in

and sanpl i ng.
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MR WH TE: That's part of the context, but this
is a specific provision in Part 211 that says there nust be
a handwitten signature signed by a human being. So the
el ectronic counterpart to that is a systemthat is either a
sign off or coded or whatever that acconplishes the sane
t hi ng.

But right now, in the Federal Register, is a
proposed rule to fix this. But it fixes it with an unusual
and overly burdensone validation of an electronic system
that far exceeds what a human signature requires.

In other words, there's alnbst an incentive for a
drug manufacturer to say, forget it, we'll stick to the
handwitten signature. W won't inplenment this electronic
batch reg system

| t provi des t hat sort of barrier to
i npl enmentation of inprovenents to the drug manufacturing

process.
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"' m convinced that an el ectronic system when you
renove the human elenent, actually assures you greater
quality, greater control over the system because you can
build an audit trail electronically, you can call up the
record. The record is usually date-stanped. You know when
the action occurred. You know who was involved. And in the
Gw, it's a closed system So the record is alnost
i mut abl e.

But what's being set wup is an wunrealistic
threshold for the electronic system to sonehow surpass the
authenticity, the credibility, putting the handwitten
signature on a pedestal it doesn't deserve.

MR, BEWLEY: 1|'d go farther, as you m ght expect,
and say that the big problemwith the GW is its regulatory
gl oss. One could easily interpret signature to be an
el ectronic signature. The problemis agency inspectors who

increase the requirenents or freeze the requirenents of the
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GWws on their own wthout the sense of where industry is
goi ng.

And it's a perfect place for audited self-
regul ati on, absolutely.

MR. PECK: So right now, regulation is a barrier
to innovation and inprovenent in manufacturing process; that
is, there's lower incentive because of the regulatory system
that's still trying totie it to an old signature as opposed
to conputerized el ectronics.

MR. M CHAEL: It happens out of frustration or
i neti a. | think that's a perfect exanple of what you al
know is regulating the input as opposed to regulating the
output. |If FDA had stepped back and said, "Wy did we have
the signature requirenent?", like you said, and then just
say to the manufacturers, have a systemthat does this. You
know what it is, go do it, and show us that it works.

MR. PECK: Are there other questions or conments?

(No response.)
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MR. PECK: In that case, |1'd like to thank all of
you for com ng and thank our panel.

(Appl ause.)

(Whereupon, at 1:30 p.m, Thursday, Novenber 10,

1994, the Conference was concl uded.)
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