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the bipartisan Consensus Managed Care
Improvement Act.

How about the American Osteopathic
Association? The American Osteo-
pathic Association represents the Na-
tion’s 43,000 osteopathic physicians.
Eugene Oliveri, Dr. Oliveri says, ‘““As
president, | am pleased to let you know
that the AOA endorses the Bipartisan
Consensus Managed Care Improvement
Act of 1999. Why? Because physicians
are allowed to determine medical ne-
cessity. Health plans are accountable
for their actions, a fair and inde-
pendent appeals process is available
and the protections apply to all Ameri-
cans. Employers and patients,” this
letter says, ‘“‘are tired of not receiving
the care they are promised, they pay
for and they deserve, and H.R. 2723 will
help bring quality back into health
care.”

Here | have another letter of endorse-
ment. This is from the American Den-
tal Association:

““On behalf of the 144,000 members of
the American Dental Association, we
wish to endorse H.R. 2723, the Bipar-
tisan Consensus Managed Care Im-
provement Act of 1999. This is the first
truly bipartisan comprehensive patient
protection bill in the 106th Congress.”
This was a letter to Congressman NOR-
WOOD.

“By joining forces with Representa-
tive Dingell, you have breathed new
life into the movement to establish a
few basic rules to protect all privately
insured Americans from unfair and un-
reasonable delays and denials of care.”

The letter goes on: ‘“We recognize
that powerful groups that oppose man-
aged care reform will continue spend-
ing millions of dollars in their relent-
less efforts to scare the public and
badger lawmakers who attempt to im-
prove the health care system. However,
we will do all we can to make sure that
our members know of your courageous
efforts on behalf of them and our pa-
tients. Patient protection is a genuine
grassroots issue that cuts across geo-
graphic, economic and political bound-
aries, and we believe that only bipar-
tisan action will achieve the goal that
you want.”’

Here | have a news release from the
American Academy of Family Physi-
cians: ““Today the 88,000 member Amer-
ican Academy of Family Physicians
announces its support for H.R. 2723.”’

I have here a letter of endorsement
from the American College of Physi-
cians, the American Society of Internal
Medicine: ““The American College of
Physicians, ASIM, is the largest med-
ical specialty society in the country,
representing 115,000 physicians who
specialize in internal medicine and
medical students. The American Col-
lege of Physicians believes that any ef-
fective patient protection legislation
must apply to all Americans, not just
those in employer plans, require that
physicians rather than health plans
make determinations regarding med-
ical necessity, provide enrollees with a
timely access to a review process that
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is independent, offer all enrollees in
managed care plans a point of service
that enables them to obtain care from
physicians outside the network and
hold all health plans accountable.”

Mr. Speaker, | have a letter of en-
dorsement from the American Acad-
emy of Pediatrics: ““On behalf of the
55,000 general pediatrician-pediatric
medical specialists and pediatric sur-
gical specialists, 1 am writing to ex-
press our strong support of H.R. 2723.
We are especially pleased that your
legislation recognizes the unique needs
of children and addresses them appro-
priately. Children are not little adults.
Their care should be provided by physi-
cians who are appropriately educated
in unique physical and developmental
issues surrounding the care of infants.
You clearly recognize this, and have in-
cluded access to appropriate pediatric
specialists, and we are endorsing your
bill.”
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I have here an endorsement from the
American College of Surgeons: ‘“We are
pleased to note that H.R. 2723 requires
health plans to allow patients to have
timely access to specialty care and to
go outside the network for specialty
care at no additional costs if an appro-
priate specialist is not available in the
plan.”

This is important. A lot of health
plans have incomplete physician pan-
els. If the patient ends up with a com-
plicated procedure, they need assur-
ances their plan will cover them.

This letter of endorsement from the
American College of Surgeons goes on:
“If health plans continue to make med-
ical determinations, then they should
be held liable to at least the same de-
gree as the treating physician. We are
pleased to note that H.R. 2723 would
allow patients to hold health plans lia-
ble when the plans’ decisions cause per-
sonal injury or death. Additionally, the
College agrees that it is reasonable to
prohibit enrollees from suing their
health plan for punitive damages if the
health plan abides by the decision of
the independent external review enti-
ty.”

Let me expand on this, Mr. Speaker.
What we are saying in this bill is that
if there is a dispute on an item of cov-
erage, let us say a patient’s physician
recommends a type of treatment, the
HMO says no, then the patient would
be able to appeal that decision in his
plan. If the plan still says no, then the
patient could take that appeal to an
external independent peer panel of phy-
sicians and say, | really think that
common standards of practice show
that | should get this treatment.

Under our bill, that independent
panel could make that determination.
If they say, yes, we agree with you, and
the health plan follows that rec-
ommendation, then the health plan is
free of any punitive damages liability.
That is a fair, commonsense com-
promise on this issue.
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Furthermore, in our bill we have a
provision that says, you know, if an
employer simply contracts with an
HMO, the HMO makes the decision, the
employer has had nothing to do with
the decision, then the employer cannot
be held liable, either. The responsi-
bility lies with the entity that makes a
decision that could result in a neg-
ligent harm to a patient.

What kind of problems are we talking
about? Let me give one example. A few
years ago a young mother was taking
care of her infant son, 6-month-old in-
fant son, in the middle of the night.
The family lived south of Atlanta,
Georgia.

Little Jimmy Adams had a tempera-
ture of 105 degrees. Mom looked at this
baby and knew that baby Jimmy was
pretty sick, so she gets on the phone.
She does what she is supposed to. She
is in an HMO. She phones a 1-800 num-
ber. She gets some voice from thou-
sands of miles away and explains the
situation.

The reviewer, the HMO bureaucrat,
says, all right, | will let you take Jim.
I will authorize an emergency room
visit for little Jimmy, but only at this
hospital. If you go to any other hos-
pitals, then you are going to pay the
bill.

It so happens that the hospital that
was authorized was 70-some miles
away. It is 3:30 in the morning. Mom
and dad wrap up little Jimmy. They
get into the car. They start to drive
this long distance to the emergency
room, even though Jimmy is looking
really sick. But his mom and dad are
not health professionals. On their way
to Hospital X they pass three other
hospital emergency rooms, but they
are not authorized to stop there. They
know that they would get stuck with
the bill.

They do not know exactly how sick
Jimmy is, so they drive on. Before they
get to the designated hospital, little
Jimmy has a cardiac arrest and stops
breathing. Imagine, dad driving fran-
tically, mom trying to keep baby
Jimmy alive. They swing finally into
the emergency room. Mom jumps out
with baby in her arms, saying, help me,
help me. A nurse comes out and starts
mouth-to-mouth resuscitation. They
put in the IVs. They give the medi-
cines. Somehow or other they get little
Jimmy back and he lives. But because
of the medical decision that that HMO
made, saying no, you cannot go to the
nearest emergency room, Jimmy is
really sick, you have to go 70 miles
away, and he has this arrest because of
that decision, well, little Jimmy is
alive, but because of that arrest he
ends up with gangrene in both hands
and both feet, and both hands and both
feet have to be implemented.

So | phoned Jimmy’s mother re-
cently to find out how he is doing. He
is learning how to put on his leg pros-
theses. He has to have a lot of help to
get on his bilateral hooks. He will
never play basketball. | would tell the
Speaker of the House that he will never
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wrestle. When he grows up and gets
married, he will never be able to caress
the cheek of the woman that he loves
with his hand.

Do Members know what that HMO is
liable for under Federal law? Nothing,
nothing, other than the cost of the am-
putations. Is that fair? Is that justice?
I will tell the Members what, these vic-
tims of managed care, that the man-
aged care companies just call anec-
dotes, if you prick their finger, if they
have a finger, they bleed. They are our
neighbors, or they may be our own
families. | could tell hundreds of sto-
ries like this.

That is why these organizations say a
primary part of this legislation should
involve responsibility for an HMO that
makes medical decisions.

Here | have a letter of endorsement
from the American College of Obstetri-
cians and Gynecologists: “The Amer-
ican College of Obstetricians and Gyne-
cologists is pleased to offer its support
for the bipartisan consensus Managed
Care Reform Act of 1999. This legisla-
tion would guarantee direct access to
OB-GYN care for women enrolled under
managed care,” pretty important.

Here is a letter of endorsement from
the American Psychological Associa-
tion. ““The American Psychological As-
sociation expresses our strong support
for H.R. 27. Broad bipartisan support
for this legislation represents a major
breakthrough on behalf of patients’
rights. An analysis of the bill shows
that the insurance and managed care
industry could generate income of $280
million for every 1 percent of claims
that are delayed over 1 year.”

That is the provision that is in the
other body. Our provision in this bill
makes for timely appeals. We appre-
ciate the endorsement of the American
Psychological Association.

The American Occupational Therapy
Association endorses this bill. ““Over
the August recess we have notified our
members, asking them to talk to their
legislators. Please let us know if we
can assist you in your efforts to have
comprehensive managed care legisla-
tion addressed on the House floor.”

The American Public Health Associa-
tion, which represents more than 50,000
public health professionals, endorses
the bipartisan bill because the bill
would “‘improve access to emergency
services, allow more people to enter
clinical trials,”” something the HMO in-
dustry has run away from, ‘‘provide pa-
tients with a fair appeals process for
denied claims, lift barriers to special-
ists, and hold plans responsible.””

“We understand,” this letter says,
“that some within the managed care
industry oppose any government regu-
lation. But this issue is a very impor-
tant one for consumers, health care
providers, and the public health com-
munity. H.R. 2723 is a significant and
welcome step towards achieving new
patient protections for managed care
patients.”

Here | have an endorsement by the
American Association for Marriage and
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Family Therapy: “On behalf of the
46,000 marriage and family therapists
throughout the United States, we want
to applaud Congressman Norwood and
Representative Dingell for their effort
to provide Americans with comprehen-
sive patient protections. Provisions of
significance to our organization in-
clude an independent review process for
determination of medical necessity,
the ability of people with special
health care needs and chronic condi-
tions to continue to access their doc-
tors, such as a person who had a rheu-
matoid arthritis being able to continue
to see their rheumatoid arthritis doc-
tor.”

We have an endorsement from the
American  Counseling Association:
“H.R. 2723 provides a wide array of con-
sumer protections, including key com-
ponents for mental health providers
and their clients.”

I have an endorsement from the
American Academy of Ophthalmology.
I am so proud of the provider groups
who have given endorsements for this
bill, because this bill is a patient pro-
tection bill. It is not a provider bill.
There are issues that separate some of
these groups. Not all of these groups
see eye to eye on health care policy.

Here is an example. We have an en-
dorsement by the American Academy
of Ophthalmology and an endorsement
by the Opticians Association. Some-
times these groups have policy dis-
agreements, but on this issue they are
in 100 percent agreement that patients
need protection, basic protection, com-
monsense  protection, from HMO
abuses.

The opticians say, ‘“This bill gives
basic, commonsense protections to mil-
lions of Americans, and it is certainly
refreshing to see the bipartisan way it
was approached.”

I have a letter of endorsement from
the American Podiatric Medical Asso-
ciation, foot doctors, foot specialists. |
have the same endorsement from the
orthopedic surgeons.

I have an endorsement here from the
Association for Oral and Maxillofacial
Surgeons. We have an endorsement
from the National Organization of Doc-
tors Who Care. They say, ‘““We strongly
support H.R. 2723 because it ensures
fairness and accountability in our
health care delivery system lacking in
the bill that passed the Senate,” and
other legislation that has gone before,
and they are referring to a bill that
passed this House of Representatives in
the last Congress.

They go on and say in their letter,
and | think this is important, “We are
not against managed care. It does have
a place. However, we are strongly
against managed care plans not towing
the line; i.e., not wanting to be held ac-
countable for their medical decisions
which adversely affect patient care.”

I have here an endorsement from
Physicians for Reproduced Choice in
Health Care. This organization is espe-
cially pleased that H.R. 2723 would en-
sure that medical judgments are based
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solely by health care providers. This is
particularly important in that women
should have direct access to women
specialists.”

We have the National Patient Advo-
cate Foundation endorsing this bill.
They go on and say in this endorse-
ment, ‘‘Please note our strong endorse-
ment of the bipartisan consensus Man-
aged Care Improvement Act of 1997, our
endorsement for each of the cosponsors
of this legislation, and for each mem-
ber of our United States House of Rep-
resentatives who has contributed to
this debate and to this resulting legis-
lation in the last 3 years.”

They say, ‘“As one whose companion
organization, the Patient Advocate
Foundation, served over 6,000 patients
last year who confronted insurance de-
nials, of which more than 50 percent in-
volved employer plans, our cases re-
flect an urgent need for a timely reso-
lution and remedy for ERISA enroll-
ees.”’

Then we have an endorsement from
the Patient Access Coalition. This in-
cludes a lot of groups. I cannot name
all 128 of the groups under this um-
brella organization, but | want to just
go through some of them, because this
organization encompasses a lot of pa-
tient advocacy groups, groups that
work for patients, for instance, that
have multiple sclerosis or arthritis.

Some of these organizations are the
Digestive Disease National Coalition,
the Epilepsy Foundation. Remember,
these organizations which | am reading
are endorsing organizations for H.R.
2723.

There is the Guillain-Barre Founda-
tion, the Huntington’s Disease Society
of America, the Infectious Disease So-
ciety of America, the Lupus Founda-
tion, the National Committee to Pre-
serve Social Security and Medicare,
the National Hemophilia Foundation,
the National Multiple Sclerosis Soci-
ety, the National Psoriasis Founda-
tion, the Paget Foundation for Paget’s
Disease, the Pain Care Coalition, the
Patient Advocates for Skin Disease Re-
search, Scoliosis Research Society, the
Society for Excellence in Eye Care,
United Ostomy Association. The Amer-
ican Heart Association is an endorsing
organization. The American Liver As-
sociation is, the American Lung Asso-
ciation. These are all organizations
that have endorsed the bipartisan Man-
aged Care Reform Act.

Continuing, there is the Amputee Co-
alition of America, the Arthritis Foun-
dation, the Asthma and Allergy Foun-
dation, the Cooley’s Anemia Founda-
tion, the Crohn’s and Colitis Founda-
tion, the American Diabetes Associa-
tion.
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These are just a few of the 128 organi-
zations in this one umbrella organiza-
tion that has endorsed the Bipartisan
Consensus Managed Care Reform Bill.

Why are these patient advocacy
groups endorsing this bill? One of the
main things that they are interested
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in, the American Cancer Society, the
American Heart Association, the
American Lung Association, the Amer-
ican Liver Association is because there
is a provision in this bill that says, if
a patient is getting standard treat-
ment, and it is not working, the pa-
tient is out of luck, that that patient
should be able to qualify for an experi-
mental study; that the HMO would not
incur the cost of the special treatment
in that study, but that the HMO should
be liable for standard care.

I am going to give my colleagues a
personal example. Over the August re-
cess, my father was in the hospital for
3 weeks with congestive heart failure.
He had to receive intravenous medica-
tion in order to keep his heart pumping
strong enough so that his Kkidneys
would work. He could not get out of
the hospital. Well, an HMO could have
said, “Well, his time is up. We are not
going to authorize any payments for
any treatment related to a clinical
trial.”

Fortunately, my dad is not in an
HMO like most Americans are, so he
was able to qualify for an experimental
study in which a special type of cardiac
pace maker was inserted into both
sides of his heart which, when it was
turned on, gave his heart enough boost
so that, within about 24 hours, he made
a remarkable recovery; and he is now
out of the hospital, and he is walking
in the malls.

A lot of HMOs would say, ““Well, that
is experimental treatment. We are not
going to even cover the cost of the hos-
pital room.”” But our bill says that, if a
patient has no other options, then the
HMO has to pick up routine costs, not
the costs of the device or the medicine,
but the ancillary things like the cost of
the hospitalization or the cost of the
blood work. That is fair and reason-
able. But HMOs, they look at the bot-
tom line.

| had a pediatrician once who worked
just outside of Washington come into
my office. She is now working in the
National Institutes of Health. She had
managed a pediatric intensive care
unit.

I said, “Why did you decide to go
back into academic medicine?’” She
said, “‘l just could not put up with the
HMO bureaucracies anymore. Let me
give you an example. A few years ago,
we had a little boy come into our in-
tensive care unit. He had drowned. He
was still alive, but he was a victim of
drowning. We had him on the venti-
lator. We had the IVs running. We were
giving him special medication. And the
doctors and the parents and the family
were standing around the bed praying
for signs of life. He had only been in
the hospital like 4 hours, and the phone
rings in the ICU, and it is some bureau-
crat in an HMO saying, ‘Well, how is
this little boy doing?’ ‘Well, he is on
the ventilator. Chances, you know, are
he is not going to do too good.” Well,
the answer came over the telephone, ‘If
he is on the ventilator and his prog-
nosis is poor, why do you not just send
him home on a ventilator?’”’
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Now think about that for a minute.
One is a mom and dad, and one’s little
boy is drowned. He is now in the hos-
pital. He has been there a few hours.
People are fighting to save his life, and
an HMO bureaucrat is saying, well, his
prognosis is not good just send him
home. Our bill would prevent that type
of abuse.

Here we have another letter of en-
dorsement from the Paralysis Society
of America. They represent 20,000 peo-
ple with spinal cord injury and disease.
This letter says, ‘““Particular attention
is given to those portions of the legis-
lation covering freedom of choice, spe-
cialists, and clinical trials.” Very im-
portant issue for them.

Here | have a letter of endorsement
from the American Cancer Society, and
it is a good letter. | would like to read
all of it for my colleagues, but | do not
have the time. ““On behalf of the Amer-
ican Cancer Society and its 2 million
volunteers, 2 million volunteers, | com-
mend you for sponsoring H.R. 2723, the
Bipartisan Consensus Managed Care
Improvement Act of 1999. More than 140
million insured Americans are in some
kind of managed care. This includes
many of the approximately 1.23 million
people diagnosed with cancer each
year. In addition, the National Cancer
Institute estimates that 8 million
Americans today have a history of can-
cer. Your legislation adequately ad-
dresses our concerns in a way that will
help individuals affected or potentially
affected by cancer be assured access to
the care that they need.” That is their
endorsement.

Here | have an endorsement from the
National Association of Mental IlIness.
““On behalf of the 208,000 members and
1,200 affiliates for the National Alli-
ance of the Mentally Ill, I am writing
to express our support for your legisla-
tion, the Bipartisan Consensus Man-
aged Care Improvement Act.” “‘This
protection,” this letter says, “‘is criti-
cally important for people with serious
brain disorders such as schizophrenia
and manic-depressive illness who de-
pend on newer medications as their
best hope for recovery.”

Here | have a letter of endorsement
from the American Federation of
Teachers. This is from Charlotte Fraas,
Director of Federal Legislation. ‘I am
writing on behalf of over 1 million
members of the American Federation
of Teachers to urge you to support H.R.
2723, the Bipartisan Consensus Man-
aged Care Empowerment Act of 1999.
The AFT is proud to represent over
53,000 health care professionals who
know such protections for patient ad-
vocacy are essential for quality health
care.”

I have a letter of endorsement from
the Service Employees International
Union. “On behalf of the 1.3 million
members of Service Employees Inter-
national Union, 1 am writing in sup-
port of the Bipartisan Consensus Man-
aged Care Improvement Act of 1999,
H.R. 2723.

““As a union representing over 600,000
frontline health care workers, we know
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how important it is to protect health
care workers who speak out against pa-
tient care deficiencies. Employers
should be prohibited from firing or re-
taliating against such workers if we
are going to encourage health profes-
sionals to report patient care prob-
lems.”’

I mean, do my colleagues want their
nurse or their health care professional
gagged? This bill will help prevent
that.

Here | have a letter of endorsement
from the American Federation of
State, County and Municipal Employ-
ees, AFSCME. “On behalf of the 1.3
million members’” we thank you for
your leadership on the Bipartisan Con-
sensus Managed Care Improvement
Act. They are endorsing this bill.

I have a letter here of endorsement
from the Center from Patient Advo-
cacy. ‘“‘Since our founding in 1995, the
Center for Patient Advocacy has been a
leading supporter of strong enforceable
managed care reform legislation. Every
day we work with patients across the
country who have experienced prob-
lems with managed care. We know
firsthand the barriers to care that pa-
tients face, including limits on access
to and coverage for specialty care,
emergency room care, arbitrary med-
ical decisions based on cost rather than
a patient’s specific medical need and
the lack of a timely independent and
fair appeals process. Most alarming,
however, is that managed care plans,
not patients and their doctors, con-
tinue to make medical decisions with-
out being held accountable for their de-
cisions that harm patients.”

I have here a letter of endorsement
from the Friends Committee on Na-
tional Legislation. This is a Quaker
lobby in the public interest. This letter
from Florence Kimball says, “I am
writing on behalf of the Friends Com-
mittee on National Legislation to ex-
press our strong support for the Bipar-
tisan Consensus Managed Care Im-
provement Act of 1999.

“The Friends Committee on National
Legislation supports a health care sys-
tem whose primary goal is improving
health in the population. In recent
years, managed care has taken over as
a dominant health care delivery sys-
tem. Managed care organizations are
under strong pressure to keep costs
down. They operate on a for-profit
basis. We are sensitive to the economic
issues in health care, but we believe
that reform and regulation are nec-
essary in order to ensure that managed
care organizations hold the interests of
patients as their prime focus.”” I would
add to that not, necessarily the bottom
line.

I have here a letter of endorsement
from the United Church of Christ. This
is a letter to the gentleman from Geor-
gia (Mr. NorwooOD). ‘I am writing to
thank you for your leadership in spon-
soring the Bipartisan Consensus Man-
aged Care Improvement Act of 1999.

“The United Church of Christ, Office
for Church in Society, endorses the bill
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as written.” This is important, and I
appreciate Dr. Pat Conover’s letter
here from the United Church of Christ.
He says that, “In the event that the
bill is weakened, or if ‘poison pill’
amendments are added, such as Med-
ical Savings Accounts, it is likely that
we would then oppose the bill.”

This speaks to the fact that we need
to pass a clean patient protection bill,
not something that has untried ideas
such as Healthmarts or association
health plan extensions of Federal law
that would enable more people to es-
cape quality oversight by their State
insurance commissioners.

I think that we could add, for in-
stance, a provision to this bill that
would improve the tax status for pur-
chasing one’s insurance. | think we
could get bipartisan support for that.
But if we start adding a lot of extra-
neous items, then | think we weaken
the bill.

I have here a letter of endorsement
from Network. This is a National
Catholic Social Justice lobby. It is a
letter to the gentleman from Georgia
(Mr. NorwooD). ““‘A National Catholic
Social Justice Lobby supports the Bi-
partisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723). Hav-
ing participated in the lobbying for pa-
tient protections over the past 2 years,
Network applauds your efforts and
those of Representative Dingell”’ and
myself ““and the cadre of Republican
physicians in facing down the serious
opposition from the House GOP leader-
ship. You have stood firm against this
and other daunting forces mobilized
against you. We commend you for your
efforts.”

Network affirms the Catholic social
teaching and the UN Declaration of
Human Rights that health care is a
basic right. We support H.R. 2723, and
we wish you luck.

I have here a letter of endorsement
from the National Partnership for
Women and Families. This is from the
letter: ‘““For women and families, few
issues resonate as profoundly and per-
vasively as the need for quality health
care. Survey after survey shows Ameri-
cans’ growing dissatisfaction with the
current health care system. Many feel
the system is in crisis. We need com-
mon-sense patient protections to re-
store consumer confidence and tip the
balance back in favor of patients and
the health care providers they rely
on.”

That is an endorsement by the Na-
tional Partnership, and | want to build
on that statement. None of us who are
sponsoring this organization want to
see the demise of HMOs. Some HMOs
are providing good care for their fami-
lies. | think people ought to have a
choice. It may be that an HMO is a
good choice for that family. But be-
cause of this past Federal law that was
past 25 years ago, really for pensions
but then expanded into health plans,
we have a situation where the regu-
latory oversight was taken away from
the States, and nothing was put in its
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place at the Federal level. This has en-
abled a few bad actors to do some truly
horrible things to their patients like
the decision that cost little Jimmy
Adams his hands and his feet, for in-
stance.

So | think that, actually, contrary to
what the HMO lobby says about this
legislation, | see this legislation as im-
proving patients’ choices. People will
feel more comfortable with a managed
care company knowing that there are
some guidelines that apply to it and
that that managed care company can-
not just arbitrarily deny them the kind
of care that they deserve.

I have here a letter of endorsement
from the National Association of
School Psychologists. ““The National
Association of School Psychologists is
an organization that represents 21,500
psychologists. If H.R. 2327 is passed,
this provision will have an important
positive impact on health care pro-
vided to adults with severe mental
health illness, children with serious
emotional disturbances, and other peo-
ple with significant mental disorders
who are increasingly being served in
managed care settings.”’

Here is a letter of endorsement from
the organization Alliance for Children
and Families. The Alliance and Inter-
national Nonprofit Association rep-
resenting child and family serving or-
ganizations supports this important
legislation. Alliance members serve
more than 5 million individual each
year in more than 2,000 communities.
We support your bill because it in-
cludes needed patient protections,
strong reforms in managed care, and
due process protections.
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I have here a letter of endorsement
from an organization called Patients
Who Care. This letter says: ‘“We sup-
port the Bipartisan Consensus Managed
Care Improvement Act of 1999. We
strongly feel it ensures fairness and ac-
countability. These qualities have been
lacking in what the House and Senate
have passed in previous legislation.”

I have here a letter of endorsement
from Families USA, the Voice for
Health Care Consumers: ‘“‘Dear Con-
gressman Norwood: Congratulations on
the introduction of the Bipartisan Con-
sensus Managed Care Improvement
Act. We are well aware of the efforts
you and others have made to make this
bill a reality. As you know, the Amer-
ican public is losing faith in our health
care delivery system. Managed care
companies that began with a promise
of providing high quality care at an af-
fordable price are not always deliv-
ering on that promise. Unfortunately,
this has resulted in consumers being
worried that they will not get the care
they need even though they are cov-
ered with health insurance.”

And | would add to this letter that
everyone here, either through deduc-
tions in their salary or just out-of-
pocket, is paying a lot of money to
those HMOs. Now, that is fine as long
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as we and our family members stay
healthy. But what happens if we be-
come sick? We may have an experience
like Helen Hunt did in the movie ““As
Good As It Gets”’, where she describes
to a physician the abysmal care an
HMO has given to her son with asthma.
I cannot repeat on the floor the words
she used, but those who have seen the
movie can remember that line very
well because it got a standing ovation
from most of the audience.

I have here a letter from the Na-
tional Black Women’s Health Project:
““We are strong supporters of your leg-
islation. It offers significant protec-
tions for all Americans. Of great im-
port is the improvement of patient ac-
cess to medical treatment and thera-
pies, including clinical trials, and this
is highly significant for women of
color.”

I have here an endorsement of our
bill from the American Association of
University Women. They say in this
letter: ““H.R. 2723 is particularly impor-
tant to women because it ensures that
women have direct access to OB-GYN
services. It ensures that pregnant
women can continue to see the same
health care provider throughout their
pregnancy if their provider leaves the
plan. It ensures access to specialists
when appropriate, specialists outside a
network’s plan. It ensures access to
clinical trials for new treatment op-
tions that may save women’s lives.”

I have here a letter of endorsement
from the National Breast Cancer Coali-
tion: ““On behalf of the National Breast
Cancer Coalition and the 2.6 million
women living with breast cancer, | am
writing to thank you for your leader-
ship in offering H.R. 2723, the Bipar-
tisan Consensus Managed Care Im-
provement Act of 1999.”” This was sent
to the gentleman from Georgia (Mr.
NorwooD) and the gentleman from
Michigan (Mr. DINGELL). ‘““The National
Breast Cancer Coalition is a grass roots
advocacy organization made up of more
than 500 member organizations and
60,000 individual members dedicated to
the eradication of breast cancer
through advocacy and action. One of
our top concerns has been access to
clinical trials, and your bill has that in
it.”’

I have here a letter of endorsement
from the American Lung Association:
““Health consumers deserve quality
health insurance. Far too often we hear
of cases where health insurers have ob-
structed or denied insured patients the
care they need. Your legislation will
help end many of the abuses.”

Well, Mr. Speaker, | have gone
through just some of the letters of en-
dorsement that | have received and
others have received in endorsing H.R.
2723, the bipartisan patient protection
legislation. But the hour is getting
late. We have another speaker who has
come to do a special order, so | will
just close with this comment to my
colleagues on both sides of the aisle.

It is now September. The Speaker of
the House, the gentleman from Illinois
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(Mr. HASTERT), indicated back in July
that we would see a full and fair debate
on this floor in July. It did not happen.
We have had our August recess. The
Speaker has said now that he expects
we will see a full managed care debate
on this floor in September. Those are
the words of the Speaker of the House.
I think we should hold the Speaker to
his promise.

This is an important issue. There are
lots of patients out there at this very
moment that may not be getting the
type of treatment that they need to
save their lives because we have not
passed this legislation. Mr. Speaker, |
call on my colleagues on both sides of
the aisle to support a bipartisan bill
that can be signed into law; that can
go a long ways towards correcting the
abuses we hear about from our con-

stituents.
Mr. Speaker, | include for the
RECORD the letters and other docu-

ments | referred to earlier.

GROUPS ENDORSING H.R. 2723, THE BIPAR-
TISAN CONSENSUS MANAGED CARE IMPROVE-
MENT ACT OF 1999

1. Alexandria Graham Bell Association

for The Deaf, Inc.

2. Allergy and Asthma Network-Mothers
of Asthmatics, Inc.

3. Alliance for Children & Families

4. American Academy of Allergy and Im-
munology

5. American Academy of Child & Adoles-
cent Psychiatry

6. American Academy of Facial Plastic
and Reconstructive Surgery

7. American Academy of Family Physi-
cians

8. American Academy of Neurology

9. American Academy of Ophthalmology

10. American Academy of Otolaryngology-
Head and Neck Surgery

11. American Academy of Pain Medicine

12. American Academy of Pediatrics

13. American Academy of Physical Medi-
cine & Rehabilitation

14. American Association for Hand Surgery

15. American Association for Holistic
Health

16. American Association for Marriage and
Family Therapy

17. American Association for the Study of
Headache

18.  American
Endocrinologists

19. American Association of Clinical Urolo-
gists

20. American Association of Hip and Knee
Surgeons

21. American Association of Neurological
Surgeons

22. American Association of Oral and Max-
illofacial Surgeons

23. American Association of Orthopaedic
Foot and Ankle Surgeons

24. American Association of Orthopaedic
Surgeons

25. American Association of Private Prac-
tice Psychiatrists

26. American Association of University
Women

27. American Cancer Society

28. American College of Allergy and Immu-
nology

29. American College of Cardiology

30. American College of Foot and Ankle
Surgeons

31. American College of Gastroenterology

32. American College of Nuclear Physicians

33. American College of Obstetricians and
Gynecologists

Association of Clinical
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34. American College of Osteopathic Sur-
geons

35. American College of Physicians-Amer-
ican Society of Internal Medicine

36. American College of Radiation Oncol-

37. American College of Radiology

38. American College of Rheumatology

39. American College of Surgeons

40. American Counseling Association

41. American Dental Association

42. American Diabetes Association

43. American EEG Society

44. American Federation of Teachers

45. American Federation State, County,
and Municipal Employees

46. American Gastroentrological Associa-
tion

47. American Heart Association

48. American Liver Foundation

49. American Lung Association

50. American Medical Association

51. American Medical Rehabilitation Pro-
viders Association

52. American Nurses Association

53. American Occupational Therapy Asso-
ciation

54. American Orthopaedic Society for
Sports Medicine

55. American Osteopathic Academy of Or-
thopedics

56. American Osteopathic Association

57. American Osteopathic Surgeons

58. American Pain Society

59. American Physical Therapy Association

60. American Podiatric Medical Associa-
tion

61. American Psychiatric Association

62. American Psychological Association

63. American Public Health Association

64. American Society for Dermatologic
Surgery

65. American Society for Gastrointestinal
Endoscopy

66. American Society for Surgery of the
Hand

67. American Society for Therapeutic Radi-
ology and Oncology

68. American Society of Anesthesiology

69. American Society of Cataract and Re-
fractive Surgery

70. American Society of Dermatology

71. American Society of Dermato-
phathology

72. American Society of Echocardiography

73. American Society of Foot and Ankle
Surgery

74. American Society of General Surgeons

75. American Society of Hand Therapists

76. American Society of Hemotology

77. American Society of Nephrology

78. American Society of Nuclear Cardi-
ology

79. American Society of Pediatric Nephrol-
ogy

80. American Society of Plastic and Recon-
structive Surgeons, Inc.

81. American Society of Transplant Sur-
geons

82. American Society of Transplantation

83. American Thoracic Society

84. American Urological Association

85. Amputee Coalition of America

86. Arthritis Foundation

87. Arthroscopy Association of North
America

88. Association of American Cancer Insti-
tutes

89. Association of Freestanding Radiation
Oncology Centers

90. Association of Subspecialty Professors

91. Asthma & Allergy Foundation of Amer-
ica

92. California Access to Specialty Care Co-
alition

93. California Congress of Dermatological
Societies

94. Center for Patient Advocacy
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95. Congress of Neurological Surgeons

96. Cooley’s Anemia Foundation

97. Crohn’s and Colitis Foundation of
America

98. Diagenetics

99. Digestive Disease National Coalition

100. Endocrine Society

101. Epilepsy Foundation of America

102. Eye Bank Association of America

103. Families USA

104. Federated Ambulatory Surgery Asso-
ciation

105. Friends Committee on National Legis-
lation

106. Gullain-Barre Syndrome Foundation

107. Huntington’s Disease Society of Amer-
ica

108. Infectious Disease Society of America

109. Lupus Foundation of America, Inc.

110. National Alliance for the Mentally IlI

111. National Association for the Advance-
ment of Orthotics and Prosthetics

112. National Association of Medical Direc-
tors of Respiratory Care

113. National Association of School Psy-

chologists

114. National Black Women’s Health
Project

115. National Breast Cancer Coalition

116. National Catholic Social Justice
Lobby

117. National Committee to Preserve So-

cial Security and Medicare

118. National Foundation for Ectodermal
Dysplasias

119. National Hemophilia Foundation

120. National Multiple Sclerosis Society

121. National Organization of Physicians
Who Care

122. National
Families

123. National Patient Advocate Foundation

124. National Psoriasis Foundation

125. National Rehabilitation Hospital

126. North American Society of Pacing and
Electrophysiology

127. Opticians Association of America

128. Oregon Dermatology Society

129. Orthopaedic Trauma Association

130. Outpatient Ophthalmic Surgery Soci-
ety

131. Paget Foundation for Paget’s Disease
of Bone and Related Disorders

132. Pain Care Coalition

133. Paralysis Society of America

134. Patient Access Coalition (represents
129 of the groups on this list)

135. Patient Advocates for Skin Disease
Research

136. Patients Who Care

137. Pediatric Orthopaedic Society of North
America

138. Pediatrix Medical Group: Neonatology
and Pediatric Intensive Care Specialist

139. Physicians for Reproductive Choice
and Health

140. Physicians Who Care

141. Pituitary Tumor Network

142. Renal Physicians Association

143. Scoliosis Research Society

144. Service Employees International
Union

145. Sjogren’s Syndrome Foundation Inc.

146. Society for Cardiac Angiography and
Interventions

147. Society for Excellence in Eyecare

148. Society for Vascular Surgery

149. Society of Cardiovascular &
ventional Radiology

150. Society of Critical Care Medicine

151. Society of Gynecologic Oncologists

152. Society of Nuclear Medicine

153. Society of Thoracic Surgeons

154. TMJ Associations, Ltd.

155. United Church of Christ

156. United Ostomy Association

Partnership for Women &

Inter-

MEMBERSHIP LIST OF THE PATIENT ACCESS
COALITION
Allergy and Asthma Network—Mothers of
Asthmatics, Inc.
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The Alexandria Graham Bell Association
for the Deaf, Inc.

American Academy of Allergy and Immu-
nology

American Academy of Child & Adolescent
Psychiatry

American Academy of Dermatology

American Academy of Facial Plastic and
Reconstructive Surgery

American Academy of Neurology

American Academy of Ophthalmology

American Academy of Orthopaedic Sur-
geons

American Academy of Otolaryngology—
Head and Neck Surgery

American Academy of Pain Medicine

American Academy of Physical Medicine &
Rehabilitation

American Association for Hand Surgery

American Association for Holistic Health

American Association for the Study of
Headache

American Association of
Endocrinologists

Clinical

American Association of Clinical Urolo-
gists

American Association of Hip and Knee Sur-
geons

American Association of Neurological Sur-
geons

American  Association of Oral and

Maxilofacial Surgeons

American Association of Orthopaedic Foot
and Ankle Surgeons

American Association of Private Practice
Psychiatrists

American College of Allergy and Immu-
nology

American College of Cardiology

American College of Foot and Ankle Sur-
geons

American College of Gastroenterology

American College of Nuclear Physicians

American College of Osteopathic Surgeons

American College of Radiation Oncology

American College of Radiology

American College of Rheumatology

American Dental Association

American Diabetes Association

American EEG Society

American Gastroentrological Association

American Heart Association

American Liver Foundation

American Lung Association

American Medical Rehabilitation
viders Association

American Orthopaedic Society for Sports
Medicine

American Osteopathic Academy of Ortho-
pedics

American Osteopathic Surgeons

American Pain Society

American Physical Therapy Association

American Podiatric Medical Association

American Psychiatric Association

American Psychological Association

American Sleep Disorders Association

American Society for Dermatologic Sur-
gery

The American
Dermatophathology

American Society for Gastrointestinal En-
doscopy

American Society for Surgery of the Hand

American Society for Therapeutic Radi-
ology and Oncology

American Society of Anesthesiology

American Society of Cataract and Refrac-
tive Surgery

American Society of Clinical Pathologists

American Society of Colon Rectal Surgery

American Society of Dermatology

American Society of Echocardiography

American Society of Foot and Ankle Sur-
gery

American Society of General Surgeons

American Society of Hand Therapists

American Society of Hemotology

Pro-

Society of
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American Society of Nephrology

American Society of Pediatric Nephrology

American Society of Plastic and Recon-
structive Surgeons, Inc.

American Society of Transplantation

American Society of Transplant Surgeons

American Thoracic Society

American Urological Association

Amputee Coalition of America

Arthritis Foundation

Arthroscopy Association of North America

Association of American Cancer Institutes

Association of Freestanding Radiation On-
cology Centers

Association of Subspecialty Professors

Asthma & Allergy Foundation of America

California Access to Specialty Care Coali-
tion

California Congress of Dermatological So-
cieties

College of American Pathologists

Congress of Neurological Surgeons

Cooley’s Anemia Foundation

Crohn’s and Colitis Foundation of America

Cystic Fibrosis Foundation

Diagenetics

Digestive Disease National Coalition

The Endocrine Society

Epilepsy Foundation of America

Eye Bank Association of America

Federated Ambulatory Surgery Associa-
tion

Gullain-Barre Syndrome Foundation

Huntington’s Disease Society of America

Infectious Disease Society of America

Joint Council of Allergy, Asthma and Im-
munology

Lupus Foundation of America, Inc.

National Association for the Advancement
of Orthotics and Prosthetics

National Association of Epilepsy Centers

National Association of Medical Directors
of Respiratory Care

National Committee to Preserve Social Se-
curity and Medicare

National Foundation
Dysplasias

National Hemophilia Foundation

National Multiple Sclerosis Society

National Organization of Physicians Who
Care

National Osteoporosis Foundation

National Psoriasis Foundation

National Rehabilitation Hospital

National Right to Life Committee

North American Society of Pacing and
Electrophysiology

Oregon Dermatology Society

Orthopaedic Trauma Association

Outpatient Ophthalmic Surgery Society

The Paget Foundation for Paget’s Disease
of Bone and Related Disorders

Pain Care Coalition

Patient Advocates for Skin Disease Re-
search

Pediatric Orthopaedic Society of North
America

Pediatrix Medical Group: Neonatology and
Pediatric Intensive Care Specialist

Pituitary Tumor Network

Renal Physicians Association

Scoliosis Research Society

Sjogren’s Syndrome Foundation Inc.

The Society for Cardiac Angiography and
Interventions

Society for Excellence in Eyecare

Society for Vascular Surgery

Society of Cardiovascular & Interventional
Radiology

Society of Critical Care Medicine

Society of Gynecologic Oncologists

Society of Nuclear Medicine

Society of Surgical Oncology

Society of Thoracic Surgeons

The TMJ Associations, Ltd.

United Ostomy Association

for Ectodermal

ANA ENDORSES BIPARTISAN MANAGED CARE
BiLL
ANA ENCOURAGES CONGRESS TO CONTINUE
WORKING TOGETHER & PASS BIPARTISAN BILL
WASHINGTON, DC.—The American Nurses
Association (ANA) today applauded the in-
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troduction of a bipartisan consensus bill that
would reform managed care. The bill, H.R.
2723, ““The Bipartisan Consensus Patient Pro-
tection Bill of 1999, was introduced on Au-
gust 8, 1999, by Rep. Charlie Norwood (R-GA).
Rep. John Dingell (D-MI) is the lead co-spon-
sor.

“The American Nurses Association is
pleased to endorse this bill and encouraged
by the cooperation and compromises made to
achieve real progress on managed care re-
form,” said ANA President Beverly L. Ma-
lone, PhD, RN, FAAN. “It is heartening to
see Congress working together to solve prob-
lems—this is how Congress should be work-
ing.”

ANA has been a strong supporter of man-
aged care reform legislation and believes
every individual should have access to health
care services along the full continuum of
care and be an empowered partner in making
health care decisions. Given the nursing pro-
fession’s preeminent role in patient advo-
cacy, ANA is particularly heartened by the
steps proposed to protect registered nurses
(RNs) and other health care professionals
from retaliation when they advocate for
their patients’ health and safety.

“As the nation’s foremost patient advo-
cates, RNs need to be able to speak up about
inappropriate or inadequate care that would
harm their patients,” said Malone. ““Nurses
at the bedside know exactly what happens
when care is denied, comes too late or is so
inadequate that it leads to inexcusable suf-
fering, which is why we need to maintain
strong whistleblower protection language in
this bill. Nurses want to see strong, com-
prehensive patient protection legislation en-
acted this year.”

AMERICAN MEDICAL ASSOCIATION,
Chicago, IL, August 30, 1999.
Hon. CHARLIE NORWOOD,
House of Representatives,
Washington, DC.

DEAR CONGRESSMAN NORwooD: The 300,000
physician and student members of the Amer-
ican Medical Association (AMA) strongly
urge the House of Representatives to begin
debate on and pass meaningful patient pro-
tection legislation.

The AMA has endorsed H.R. 2723, the “‘Bi-
partisan Consensus Managed Care Improve-
ment Act of 1999,” introduced by Representa-
tives Charles Norwood and John Dingell,
which would guarantee meaningful protec-
tions to all patients and enjoys broad bipar-
tisan support. The AMA also continues to
work with Representatives Tom Coburn and
John Shadegg, who are in the process of
drafting patient protection legislation.
Whichever bill becomes the vehicle for re-
form, it must include the following key pro-
visions, embodied in H.R. 2723, that ensure
genuine patient protections.

External Appeals

All patients must be guaranteed access to
an external appeals process whenever a de-
nial of benefits involves medical judgment or
concerns medical necessity. All patients de-
serve access to an independent external re-
view entity if they have been improperly de-
nied a covered medical benefit. External re-
viewers must also be independent from the
health plan or issuer. For the external ap-
peals system to work in a fair and unbiased
manner, external reviewers must not have a
conflict of interest with the plan or issuer.
In addition, treatment decisions or rec-
ommendations made by physicians must be
reviewed only by actively practicing physi-
cians (MDs/DOs) of the same or similar spe-
cialty. External reviewers must be properly
qualified to ensure a meaningful external re-
view process.

External reviews must be conducted on a
timely basis, not to exceed specified time pe-
riods, with shorter periods applicable under
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exigent circumstances. Plans and issuers
cannot be permitted to intentionally delay
an appeals process—or ‘“‘slow-walk’’ enrollees
who are seeking benefits to which they are
entitled. The external reviewers’ decisions
must also be binding on the plans and
issuers. Unless external review entities’ deci-
sions are binding, any right to an external
review would be worthless for the patient.
Medical Necessity

Truly independent external reviewers must
decide ‘“medical necessity’’ according to gen-
erally accepted standards of medical prac-
tice. External appeal entities, when making
““medical necessity’’ determinations, should
not be bound by arbitrary health plan defini-
tions. In addition, ‘““medical necessity’ de-
terminations and other decisions involving
medical judgment must be made by physi-
cians (MDs/DOs) who are independent from
the plans and issuers.
Accountability

All patients, even those covered by ERISA
plans, should have the right to seek legal re-
course against managed care plans when the
plan’s negligent medical decisions result in
death or injury. Health plans must be held
accountable for their decisions. Employers
who do not make medical treatment deci-
sions should not be held liable.
Point Of Service

All patients must have the opportunity to
choose, at their own expense, an option that
allows them to seek care from outside the
network of health care professionals chosen
by their employers. If an employer selects a
small, closed-panel HMO for its employees,
the employees should be able to obtain med-
ical treatment from a physician outside the
panel and bear any additional costs.
Emergency Services

A “‘prudent layperson standard’” must be
the basis for determining when emergency
medical services are appropriate and require
coverage by a plan. Establishing this as a
standard is not only fair, but essential for
protecting patients. For instance, a patient
who is suffering severe chest pain and hon-
estly believes he or she is having a heart at-
tack should be able to go to the nearest
emergency room and be covered for treat-
ment received.

Prohibition On Gag Clauses

Health plans and insurance issuers must be
prohibited from including gag clauses within
their contracts with physicians. Gag clauses
seek to prevent physicians from discussing
with their patients plan or treatment op-
tions or disclosing financial incentives that
may affect the patient’s treatment. These
clauses strike at the heart of the patient-
physician relationship and can create real
conflicts between patients and their physi-
cians.

Information Disclosure

Group health plans and health insurance
issuers must be required to provide enrollees
with important and basic information about
their medical coverage. Plans and issuers
should identify the benefits offered—includ-
ing covered benefits, benefit limits, coverage
exclusions, prior authorization rules, appeals
procedures, and other basic information. Pa-
tients deserve to know exactly what they are
paying for.

In conclusion, the AMA appreciates the bi-
partisan efforts by House members to intro-
duce legislation that would promote fairness
in managed care. We urge you to support leg-
islation containing these essential protec-
tions for all patients and to request prompt
floor action on managed care reform legisla-
tion in September.

Respectfully,
E. RATCLIFFE ANDERSON, Jr., MD.
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AMERICAN ACADEMY OF
FAMILY PHYSICIANS,
Kansas City, MO, Sept. 7, 1999.
HEALTH CARE STEPS TAKEN
PATIENT CARE REMAINS PRIORITY

WASHINGTON, D.C.—The  88,000-member
American Academy of Family Physicians
(AAFP) today announced its support for two
major managed care reform bills that are
likely to be considered by the U.S. House of
Representatives this fall: H.R. 2723, The Bi-
partisan Consensus Managed Care Improve-
ment Act of 1999, introduced by Representa-
tives Charles Norwood (R-GA) and John D.
Dingell (D-MI); and for Health Care Quality
and Choice Act of 1999, to be introduced by
Representatives Tom Coburn (R-OK) and
John Shadegg (R-AZ) when Congress recon-
venes in September.

“Both bills go a long way to address the
patient protections that are needed in to-
day’s health care system,” said Lanny R.
Copeland, M.D., president of the AAFP. “We
are very appreciative of the work of the au-
thors of these two bills and of their willing-
ness to listen to our concerns.”

Both bills contain provisions that will
allow patients to get the best healthcare and
physicians to provide it:

All plans: Patient protections apply to all
health plans, not just ERISA plans.

Gag clauses: Both bills would prohibit con-
tract provisions between physicians and
health plans that restrict or prevent medical
communication between physicians and
their patients.

Patient advocacy: Both bills contain some
protections for physicians who advocate on
behalf of a patient within a health plan or
before an external review panel.

External review: Both bills would establish
external review mechanisms independent of
health plans.

Medical necessity: Such external review
processes would not be bound by the health
plans’ definition of medical necessity.

Liability: Both bills permit patients to sue
in state court.

Women'’s health care: The Coburn/Shadegg
legislation would include family physicians
among those designated as qualified women’s
health providers. H.R. 2723 would not pre-
clude patients from going to family physi-
cians for their women’s health needs.

Children’s health care: The Coburn/Shad-
egg legislation includes family physicians
among those designated as qualified primary
care physicians for children H.R. 2723 would
not preclude patients from going to family
physicians for their children’s health needs.

“These legislators are being responsive to
patients and to the public good,” said
Copeland. ‘““We urge the House of Representa-
tives to expeditiously pass legislation re-
flecting these principles.”

PATIENT ACCESS COALITION,
Bethesda, MD, August 16, 1999.
Hon. GREG GANSKE,
U.S. House of Representatives, Washington, DC.

DEAR REP. GANSKE: On behalf of the 130 pa-
tient advocacy and provider organizations
that comprise the Patient Access Coalition,
we deeply appreciate and acknowledge your
demonstrated commitment to moving strong
and meaningful patient protection legisla-
tion to the House floor for consideration this
year. Your support of this issue has unques-
tionably sparked a new level of dedication
and enthusiasm amongst your colleagues for
making patient protections a top legislative
priority when the House reconvenes in Sep-
tember.

Because the health of millions of Ameri-
cans is dependent upon the care provided by
managed care plans, the issue of patient pro-
tections is one of national importance and
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urgency. It is clear that the only way to
achieve passage of strong patient protection
legislation this year is with the bipartisan
support of Congress, and we are pleased that
you are working toward that end.

The Patient Access Coalition has been
working tirelessly for the past six years, in
a bipartisan manner, to guarantee basic fed-
eral protections for all patients who are en-
rolled in managed health care plans. We be-
lieve there is now a very strong consensus in
the country and in Congress to do so, and our
commitment to reach that goal remains
stronger than ever.

We look forward to working with you and
other members of Congress to ensure that
meaningful patient protection legislation is
enacted into law this year.

Sincerely,
NANCEY MCCANN,
Co-Chair.
CAMILLE S. SOROSIAK,
Co-Chair.
NETWORK, A NATIONAL CATHOLIC
SocCIAL JUSTICE LOBBY,
Washington, DC.
Hon. CHARLES NORWOOD,
House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwoOOD: NET-
WORK, A National Catholic Social Justice
Lobby supports the Bipartisan Consensus
Managed Care Improvement Act of 1999 (HR
2723). Having participated in the lobbying for
patient protections over the past two years,
NETWORK applauds your efforts and those
of Reps. Dingell (D-MI), Ganske (R-1A), and
the cadre of Republican physicians in facing
down the serious opposition from the House
GOP Leadership. You have stood firm
against this and the other daunting forces
mobilized against you. We also commend
those who bolstered your efforts.

NETWORK will lobby in support of HR
2723, hoping that the bill will be strength-
ened in the process. Our membership nation-
ally has already been alerted. But we wish to
stress, Representative Norwood, that NET-
WORK believes that the long journey toward
HR 2723, and hopefully its passge, further un-
derscores the need for a national dialogue on
health care.

The prolonged debate which began with the
President’s Commission on Patients’ Protec-
tions, the subsequent introduction of pa-
tients’ protection legislation and the mili-
tancy and funding of those who championed
opposition to strong protections are proof
positive of the dangers we face as a nation in
the commercialization of health care.

When HMO’s/insurance companies and
pharmaceuticals begin to shift priorities
from the rights of the patient to the success
of the stockholder, we have entered a dan-
gerous zone in human rights. The situation
calls for a national ethical moral debate on
what constitutes an authentic health care
system.

NETWORK affirms the tenet of Catholic
social teaching and the U.N. Declaration of
Human Rights that health care is a basic
human right and that the government has an
obligation to protect that right out of re-
sponsibility for the common good. Con-
sequently, we have supported past initiatives
to protect that right through legislation
which would provide for all citizens access to
affordable quality health care.

That those initiatives have failed is a trav-
esty of justice, leaving us the only industri-
alized nation in the world without a guar-
antee of health care for all its citizens.

Sadly, at this point, the nation’s non-sys-
tem is hopelessly fragmented while the num-
ber of uninsured grows daily. As the need for
patients’ protections indicates, even those
privately insured under a variety and com-
plexity of health care plans—the details of
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which often elude them—are not guaranteed
necessary, timely and quality health care.

Therefore, as we support HR 2723, we urge
you to use the lessons of these two years as
a launching pad toward universal access to
quality, affordable health care. Universal ac-
cess to affordable quality health care will be
for NETWORK and many of our allies a crit-
ical election issue.

Sincerely,
KATHY THORTON, RSM,
National Coordinator.
CATHERINE PINKERTON,
CsJ,
NETWORK Lobbyist.
NATIONAL PATIENT
ADVOCATE FOUNDATION,
Newport News, VA, August 19, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of our patient and health care constituents,
I write to commend your leadership in bring-
ing a Bipartisan Consensus Managed Care
Improvement Act of 1999 (H.R. 2723) to the
United States House of Representatives.
Many members of the House of Representa-
tives have sought to support reform that
would improve patient access to care and pa-
tient autonomy in decision making with
their physicians during their medical experi-
ence while assuring patients access to inde-
pendent, external review and offering plan
accountability for decisions made. Each
member who has contributed to this debate
has achieved success in the form of the Bi-
partisan Consensus Managed Care Improve-
ment Act of 1999.

The Bipartisan Consensus Managed Care
Improvement Act of 1999 reflects an under-
standing that insurance should not dictate
or control health care of Americans rather it
should facilitate and finance health care for
Americans. Our organization strongly en-
dorses H.R. 2723 citing specifically the fol-
lowing advantages:

The Bill is one of bipartisan consensus and
it does reflect the health care matters that
have long been debated on both sides of the
aisle with resulting legislation that serves
patients and medical providers fairly and eg-
uitably while supporting our managed care
industry through the development of a clear-
ly defined set of critiera that health plans
must meet to conform to the federal law as
defined in H.R. 2723.

The Bill affords protections to all people
with employment-based insurance (including
state and local government workers) and
people who buy their insurance on their own
which we feel affords an equitable oppor-
tunity for regulation and enforcement of in-
dustry standards for the majority of insured
Americans.

The Bill establishes a uniform standard of
accountability for health plans who make
coverage decisions which is consistent with
the level of accountability that exists for
every business and industry that provides
service to Americans and that becomes le-
gally accountable for poor business practices
or judgements that cause harm to our citi-
zens. With 79 percent of our citizens in an
ERISA plan that currently offers few venues
of remedy for those citizens whose benefits
are denied, the Bipartisan Consensus Man-
aged Care Improvement Act of 1999 does offer
improved remedy and uniform regulations.
As one whose companion organization, the
Patient Advocate Foundation served over
6,000 patients last year who confronted insur-
ance denials of which more than 50 percent
involved ERISA plans, our cases reflect an
urgent need for timely resolution and rem-
edy for ERISA enrollees. This Bill improves
the system of clarifying responsibilities, sys-
tems of appeal and opportunity for timely
remedy. Patients confronting life threat-
ening conditions must have timely, external,
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independent review and closure to their
cases.

The Bill assures that medical judgements
are being made by medical experts and their
patients.

It is our position that the provisions of
this legisation that assure patient access to
Clinical Trials, access to prescription drug
not on the HMO’s predetermined formulary
when the treating physican deems the medi-
cation as needed for optimum benefit of pa-
tient care and the provision that doctors and
nurses will not confront retaliation when
they report quality problems all combine to
assure higher standards of quality care for
patients that will enhance disease survival
and extend life.

Please note our strong endorsement of the
Bipartisan Consensus Managed Care Im-
provement Act of 1999, our endorsement for
each of the co-sponsors of this legislation
and for each member of our United States
House of Representatives who has contrib-
uted to this debate and to this resulting
legislaiton over the course of the last three
years. It was our recent pleasure to honor
both you and Congressman Dingell with our
National Health Care Humanitarian Award
July 22, 1999 in Washington. Certainly the
leadership that you both exhibit in the de-
velopment, sponsorship and negotiation of
this bill as you seek to position it on the
floor of the House for debate is consistent
with our evalution of each of you as recipi-
ents of our award. Thank you for your noble
leadership in addressing the matters em-
bodied in this Managed Care Improvement
Act. We encourage House Speaker Dennis
Hastert to place this Bill on the floor of the
House for debate and to allow your peers in
the House of Representatives to vote their
conscience in support of H.R. 273.

Respectfully submitted:
NANEY DAVENPORT-ENNIS,
Founding Executive Director.
AMERICAN COLLEGE OF SURGEONS,
Washington, DC, August 31, 1999.
Hon. CHARLIE NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the 62,000 Fellows of the American College
of Surgeons, I am pleased to offer the Col-
lege’s endorsement of Bipartisan Consensus
Managed Care Improvement Act of 1999, H.R.
2723. This legislation encompasses all of the
provisions that the College believes are crit-
ical to ensuring that all privately insured
patients have access to the most appropriate
medical care. This legislation stands in stark
contrast to the inadequate managed care re-
form legislation that the Senate passed in
July.

T)r;e College believes that all patients
should have timely access to appropriate
specialty care. Patients should not be forced
by their health plan to endure unnecessary
delays in accessing specialty care nor should
they be forced to receive care from a spe-
cialist who does not have the appropriate
training and experience to treat their condi-
tion. We are pleased to note that H.R. 2723
requires health plans to allow patients to
have timely access to specialty care and to
go out-of-network for specialty care at no
additional cost if an appropriate specialist is
not available within the plan.

Once a patient is able to see an appropriate
specialist, health plans are frequently re-
stricting the patient’s care by unilaterally
determining the most appropriate medical
treatment. This determination often is con-
trary to the advice of the patient’s treating
physician. It is also often formulated on the
basis of cost rather than the patient’s best
interest. H.R. 2723 would protect patients by
requiring health plans to offer their enroll-
ees an opportunity for independent external
review of their case. The external reviewer
would then produce a binding determination.
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The College further commends you for in-
cluding a requirement that the independent
external entity determine the appropriate
treatment by considering the recommenda-
tions of the treating physician along with
other reasonable evidence and to do so with-
out being bound to the health plan’s defini-
tion of medical necessity.

Another issue of deep concern to our Fel-
lows is that surgeons and other physicians
being forced to bear all of the liability in-
volved in providing health care services
when health plans are often restricting the
services they can provide and the setting in
which the care can be provided. If health
plans continue to make medical determina-
tions, then they should be held liable to at
least the same degree as the treating physi-
cian. We are pleased to note that H.R. 2723
would allow patients to hold health plans
liable when the plan’s decisions cause per-
sonal injury or death. Additionally, the Col-
lege agrees that it is reasonable to prohibit
enrollees from suing their health plan for pu-
nitive damages if the health plan abides by
the decision of the independent external re-
view entity.

All of these provisions, along with the nu-
merous other provisions included in H.R.
2723, address critical patient needs in our na-
tion’s changing health care system. Once
again, the College is pleased to offer its sup-
port for the Bipartisan Managed Care Im-
provement Act of 1999 and we look forward
to working with you, the Republican and
Democratic leadership, and, in fact, all the
Members of the House of Representatives to
ensure that comprehensive managed care re-
form legislation is enacted this year.

Sincerely,
GEORGE F. SHELDON, MD, FACS,
President.
OFFICE FOR CHURCH IN SOCIETY

UNITED CHURCH OF CHRIST,
Washington, DC, August 10, 1999.
Hon. CHARLIE NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwOOD: | am
writing to thank you for your leadership in
sponsoring the Bipartisan Consensus Man-
aged Care Improvement Act of 1999.

The United Church of Christ, Office for
Church in Society, endorses the bill as writ-
ten.

In the event that the bill is weakened, or
if ““poison pill”” amendments are added, such
as Medical Savings Accounts it is likely that
we would then oppose the bill.

Thanks again for your effort to help pro-
tect patients from inappropriate denial of
care and to make sure that the services
promised in managed care contracts will be
fully available from competent health pro-
fessionals.

Sincerely,
REV. DR. PAT CONOVER,
Policy Advocate.

AMERICAN COLLEGE OF PHYSICIANS,
AMERICAN SOCIETY OF INTERNAL
MEDICINE,

Washington, DC, August 12, 1999.
Hon. CHARLES NORWOOD,
House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwoOOD: The
American College of Physicians-American
Society of Internal Medicine (ACP-ASIM) is
the largest medical specialty society in the
country, representing 115,000 physicians who
specialize in internal medicine and medical
students. ACP-ASIM is in a unique position
to evaluate patient protection legislation as
our members represent the full range of in-
ternal medicine practitioners. We believe
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that any patient protection legislation must
be comprehensive and provide patients with
the necessary basic rights and protections
they need.

ACP-ASIM believes that any effective pa-
tient protection legislation must:

Apply to all insured Americans, not just
those in ERISA plans.

Require that physicians, rather than
health plans, make determinations regarding
the medical necessity and appropriateness of
treatments. ACP-ASIM supports language
that defines medical necessity in terms of
generally accepted principles of professional
medical practice, as supported by evidence
on the effectiveness of different treatments
when available.

Provide enrollees with timely access to a
review process with an opportunity for inde-
pendent review by an independent physician
when a service is denied.

Offer all enrollees in managed care plans a
point-of-service option that will enable them
to obtain care from physicians outside the
health plan’s network of participating health
professionals, and

Hold all health plans, including those ex-
empt from state regulation under ERISA, ac-
countable in a court of law for medical deci-
sions that result in death or injury to a pa-
tient.

In addition to these protections, we also
believe that it is important to address the
need to ensure access to affordable health in-
surance coverage for all Americans. Patient
protections are meaningless if patients lack
health insurance coverage. ACP-ASIM calls
on the Congress to guarantee the most basic
right of all Americans—the right to insur-
ance coverage—by crafting legislative solu-
tions that will reduce, with a goal of eventu-
ally eliminating, the growing numbers of un-
insured citizens.

As the U.S. House of Representatives con-
siders this legislation, ACP-ASIM encour-
ages the continuation of a bipartisan ap-
proach. We thank you for sponsoring the Bi-
partisan Consensus Managed Care Improve-
ment Act, H.R. 2723, containing the key ele-
ments needed for effective patient protection
and demonstrating the bipartisan support for
such legislation in the House. ACP-ASIM
looks forward to the consideration of a com-
prehensive bill on the floor of the House in
September that will be fully capable of pro-
viding Americans in managed care and other
health plans with needed protections. We
stand ready to assist in this effort.

Sincerely,
ALAN R. NELSON, MD, FACP,
Associate Executive Vice President.
AMERICAN ACADEMY OF PEDIATRICS,
Washington, DC, August 9, 1999.
Hon. CHARLIE NORWOOD,
House of Representatives,
Washington, DC.

DEAR CONGRESSMAN NORwooD: On behalf of
the 55,000 general pediatrician, pediatric
medical subspecialist, and pediatric surgical
specialist members of the American Acad-
emy of Pediatrics, | am writing to express
our strong support of your recently intro-
duced legislation, the Bipartisan Consensus
Managed Care Improvement Act of 1999 (HR
2723). We look forward to working with you
and other members of Congress to ensure
that strong patient protection legislation be-
comes law this year.

We are especially pleased that your legisla-
tion recognizes the unique need of children
and addresses them appropriately. Children
are not little adults. Their care should be
provided by physicians who are appro-
priately educated in the unique physical and
developmental issues surrounding the care of
infants, children, adolescents and young
adults. You clearly recognize this and have
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included access to appropriate pediatric spe-
cialists, as well as other important protec-
tions for children, as key provisions of your
legislation.

Thank you for your efforts and we look
forward to working with you to enact strong
patient protection legislation. Please do not
hesitate to contact me or Graham Henson of

our Washington office if we can be of assist-
ance.
Sincerely,
JOEL J. ALPERT, MD, FAAP,

President.
AMERICAN PSYCHOLOGICAL
ASSOCIATION,
Washington, DC, August 10, 1999.
Hon. CHARLIE NORWOOD,
House of Representatives,
Washington, DC.

DEAR DR. NORwWOOD: On behalf of the 159,000
members and affiliates of the American Psy-
chological Association (APA), I am writing
to express our strong support for the bipar-
tisan Consensus Managed Care Improvement
Act (H.R. 2723), which you have introduced
with Representative John D. Dingell.

Broad bipartisan support for this new leg-
islation represents a major breakthrough on
behalf of patients’ rights. You bill covers all
persons with private insurance and includes
much needed patient protections, strong re-
forms of the managed care industry and due
process protections for providers. APA is es-
pecially grateful that you have continued to
champion our top legislative priority, re-
moving the ERISA shield from health plan
legal accountability. As in your previous
bills that APA has endorsed since 1996, H.R.
2723 permits persons who have been injured
by decisions of health plans that delay or
deny care to hold them legally accountable.
We believe that removal of this special ex-
emption will be a strong incentive for health
plans to deliver clinically necessary care, ob-
viating the need for lawsuits.

Improvements to an appeals process with-
out legal accountability clearly would not be
sufficient. A new analysis of the Senate-
passed bill, S. 1344, shows that the insurance
and managed care industry could generate
interest income of $280 million for every one
percent of claims that are delayed for the
full 377 days permitted. This
PricewatershouseCoopers analysis  helps
refocus the debate on the need for incentives
to ensure that correct decisions are made by
health plans to begin with and that health
plans do not abuse an appeals process.

H.R. 2723 also includes the requirements
that those in closed panel health plans be of-
fered a point of service plan at the time of
enrollment, enabling care outside of a net-
work. The bill reflects a procompetitive pro-
vision banning health plans from excluding a
class of providers based solely on licensure.
Medical necessity decisions would be made
by clinical peers in a fair and independent
appeals process, moving the system away
from some of its worst abuses.

APA appreciates your continued leadership
on these vital issues and will continue to
work with you to win enactment of com-
prehensive managed care quality legislation.

Sincerely,
Russ NEWMAN, Ph.D., J.D.
SERVICE EMPLOYEES
INTERNATIONAL UNION,
Washington, DC, August 19, 1999.
Hon. CHARLIE NORWOOD,
House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwOOD: On behalf
of the 1.3 million members of the Service
Employees International Union, | am writing
in support of the Bipartisan Consensus Man-
aged Care Improvement Act of 1999, H.R.
2723.

September 8, 1999

We are very pleased that a truly com-
prehensive bipartisan patient protection bill
has been introduced. This is a bill that ad-
dresses the concerns that many working
families have about the failure of managed
care plans to ensure access to quality health
care and puts medical decisions in the hands
of medical experts not insurance company
bureaucrats. Unlike the Senate bill, H.R.
2723 would:

Cover all Americans who have private in-
surance’s.

Provide true access to emergency services,
specialists, continuity of care, and clinical
trials

Provide for an internal and an independent
external appeals process that ensures a time-
ly process for consumers for whom health
care is denied or withheld

Hold health plans accountable for treat-
ment decisions that result in injury or
death.

Additionally, H.R. 2723 includes a vitally
important patient advocacy/whistleblower
provision. As a union representing over
600,000 frontline health care workers, we
know how important it is to protect health
care workers who speak out against patient
care deficiencies. Employers must be prohib-
ited from firing or retaliating against such
workers if we are going to encourage health
professionals to report patient care prob-
lems.

We commend you and your leadership in
putting forward a bill that provides real pa-
tient protections. SEIU looks forward to
working with you to pass H.R. 2723.

Sincerely,
ANDREW L. STERN,
International President.

THE AMERICAN COLLEGE OF
OBSTETRICIANS AND GYNECOLOGISTS
Washington, DC, August 11, 1999.
Hon. CHARLES NORWOOD,
Longworth House Office Building,
5Washington, DC.

DEAR CONGRESSMAN NORwoOD, The Amer-
ican College of Obstetricians and Gyne-
cologists (ACOG) is pleased to offer its sup-
port for the Bipartisan Consensus Managed
Care Improvement Act of 1999. This legisla-
tion would guarantee direct access to ob-gyn
care for women enrolled in managed care.

Women need the assurance that they can
receive care for their women’s health needs
from their ob-gyns without the added time,
expense, and inconvenience of first having to
get permission from their primary care phy-
sicians. Your legislation would ensure this
fundamental patient protection to all women
in managed care plans.

Today, many managed care plans require
women—even pregnant women—to get per-
mission slips from their primary care physi-
cians before they can see their ob-gyns.
Sixty percent of ob-gyns in managed care
plans report that their gynecologic patients
are either limited or barred from seeing
their ob-gyns without first getting permis-
sion from another physician. An astounding
28% report that their pregnant patients must
first receive another physician’s permission
before seeing their ob-gyns. To make mat-
ters worse, nearly 75% of ob-gyns report that
their patients have to return to their pri-
mary care physicians for permission before
their ob-gyn can provide necessary follow-up
care.

Direct access to ob-gyns for all covered ob-
stetric and gynecological follow-up care, as
under your plan, will help to ensure quality
health for women, including pregnant women
and their infants. Thank you for your leader-
ship and commitment to these vital goals.
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We look forward to working closely with you
as this legislation moves toward enactment.
Sincerely,
RALPH W. HALE, M.D.,
Executive Vice President.
CENTER FOR PATIENT ADVOCACY,
McLean, VA, August 9, 1999.
Hon. CHARLIE NORWOOD,
Longworth House Office Bldg.,
Washington, DC.

DEAR CONGRESSMAN NORwooD: The Center
for Patient Advocacy is pleased to support
the ““Bipartisan Consensus Managed Care Im-
provement Act of 1999.”

Since our founding in 1995, the Center for
Patient Advocacy has been a leading sup-
porter of strong, enforceable comprehensive
managed care reform legislation. Every day
the Center works with patients across the
country who have experienced problems with
managed care. We know first-hand the bar-
riers to care that patients face, including
limits on access to and coverage for spe-
ciality care and emergency room care, arbi-
trary medical decisions based on cost rather
than a patient’s specific medical needs, and
the lack of a timely, independent and fair ex-
ternal appeals process to name a few. Most
alarming, however, is that managed care
plans—not patients and their doctors—con-
tinue to make medical decisions without
being held legally accountable for their deci-
sions that harm patients.

The Bipartisan Consensus Managed Care
Improvement Act is a common-sense ap-
proach that addresses these problems. In this
era where the pressure to reduce costs often
comes at the expense of the patient, it is not
only appropriate, but imperative that Con-
gress act and pass legislation to protect pa-
tients from managed care abuses.

We commend your continued leadership in
the managed care reform debate and your
tireless efforts to secure a strong, enforce-
able and bipartisan solution to the problems
patients across the country are facing. As we
have continued to emphasize, patients are
not calling on Congress to pass a Republican
or Democrat bill. They are calling on Con-
gress to pass bipartisan legislation that will
truly provide them with needed protections
and empower patients and their physicians
with the decisions affecting their health
care. And we believe that the Bipartisan
Consensus Managed Care Improvement Act
will do just that.

Sincerely,
TERRE MCFILLEN-HALL,
Executive Director.
AMERICAN OSTEOPATHIC ASSOCIATION,
Washington, DC, August 27, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR CONGRESSMAN NORwoOD: The Amer-
ican Osteopathic Association (AOA) rep-
resents the nation’s 43,500 osteopathic physi-
cians. As President, I am pleased to let you
know that the AOA endorses your bill, the
“Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723).

The AOA advocates, on behalf of patients,
for Congress to enact strong, meaningful,
and comprehensive protections. After six
years of debate and delay, we believe that
H.R. 2723 is the bipartisan legislation that
will ensure the AOA’s long sought principles.
These include: physicians allowed to deter-
mine medical necessity; health plans held
accountable for their actions; a fair and
independent appeals process available to pa-
tients, and protections which apply to all
Americans.

Over the last two decades, managed care
has become less interested in delivering
quality healthcare to patients. Instead, the
focus seems entirely on the bottom line. It is
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time to bring the focus back to our patients
and away from HMO profits. Employers and
patients are tired of not receiving the care
they are promised, pay for and deserve. H.R.
2723 will help bring the quality back into
healthcare and allow osteopathic physicians
to care for our patients in accordance with
the high principles guiding our profession.

Again, thank you for your leadership on
this critical issue. We are encouraged by the
broad bipartisan support your legislation has
received. The AOA pledges to work with you
and all Members of Congress to ensure swift
enactment of H.R. 2723. Please feel free to
contact Michael Mayers, AOA Assistant Di-
rector of Congressional Affairs, in our Wash-
ington office with any further comments or
questions.

Sincerely,
EUGENE A. OLIVERI, D.O.,
President.
AMERICAN DENTAL ASSOCIATION,
Washington, DC, August 13, 1999.
Hon. CHARLIE NORWOOD,
1707 Longworth House Office Building, Wash-
ington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the 144,000 members of the American Den-
tal Association, we wish to endorse H.R. 2723,
the Bipartisan Consensus Managed Care Im-
provement Act of 1999. This is the first truly
bipartisan, comprehensive patient protection
bill in the 106th Congress. By joining forces
with Representative Dingell, you have
breathed new life into the movement to es-
tablish a few basic rules to protect all in-
sured Americans from unfair and unreason-
able delays and denials of care.

We recognize that the powerful groups that
oppose managed care reform will continue
spending millions of dollars in their relent-
less efforts to scare the public and badger
lawmakers who attempt to improve the
health care system. However, we will do all
we can to make sure that all of our members
know of your courageous efforts on behalf of
them and their patients.

Patient protection is a genuine grassroots
issue that cuts across geographic, economic
and political boundaries. We believe that
only bipartisan action will solve the prob-
lems in the health care system, and your bill
represents a major, positive step in the right
direction.

Sincerely,
S. TIMOTHY RosE, D.D.S., M.S.,
President.
JOHN S. ZAaPP, D.D.S.,
Executive Director.
PHYSICIANS FOR REPRODUCTIVE
CHOICE AND HEALTH,
New York, NY, August 30, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwOOD: Physi-
cians for Reproductive Choice and Health
(PRCH) is pleased to support the Bipartisan
Consensus Managed Care Improvement Act
of 1999 (H.R. 2723). We applaud your leader-
ship, as well as that of Representative Din-
gell and the additional supporters of the leg-
islation. The mission of PRCH is to enable
concerned physicians to take a more active
and visible role in support of universal repro-
ductive health. We represent more than 3,000
physicians and non-physician supporters
from around the country. PRCH is com-
mitted to ensuring that all people have the
knowledge, access to quality services, and
freedom of choice to make their own repro-
ductive health decisions, and we believe this
legislation is an important step toward that
goal.

The American health care system is chang-
ing rapidly. PRCH believes it is vital that
those changes do not come at the expense of
quality care for patients. The Bipartisan
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Consensus Managed Care Improvement Act
includes many important patient protec-
tions. As a physician membership organiza-
tion, PRCH is especially pleased that H.R.
2723 would ensure that medical judgments
are rendered solely by health care providers,
who are in the best position to guard the in-
terests of their patients. Other particularly
important provisions would assure that
women have direct access to ob-gyn care
from their choice of participating health
care providers; protect health care profes-
sionals who report quality problems from re-
taliation by insurance plans and others; and
prohibit health care plans from financially
rewarding health care professionals for lim-
iting a patient’s care.

We commend your leadership in the strug-
gle to ensure that patients’ rights are estab-
lished in federal law.

Sincerely,
JobI MAGEE,
Executive Director.
SEYMOUR L. ROMNEY, M.D.,
Chair.
AMERICAN CANCER SOCIETY,
August 27, 1999.
Hon. CHARLIE NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR CONGRESSMAN NORwoOD: On behalf of
the American Cancer Society and its 2 mil-
lion volunteers, I commend you for spon-
soring H.R. 2723, the ‘‘Bipartisan Consensus
Managed Care Improvement Act of 1999,”
legislation that meets the needs of cancer
patients. As the largest voluntary health or-
ganization dedicated to improving cancer
care, we urge support of such legislation that
would help ensure patients, especially those
affected by cancer, access to quality and ap-
propriate medical care. Specifically, we are
pleased that the provisions in your legisla-
tion will benefit all 161 million Americans in
private health insurance and employer-spon-
sored plans and that your legislation pro-
vides patients with direct access to clinical
trials.

More than 140 million insured Americans
are in some kind of managed care plan and
this includes many of the approximately 1.23
million people diagnosed with cancer each
year. In addition, the National Cancer Insti-
tute estimates that 8 million Americans
alive today have a history of cancer. While
managed care has greatly improved access to
needed prevention, early detection, and can-
cer treatment, we are concerned about some
of the gaps that remain in getting quality
care to the patient.

Your legislation adequately addresses
some of our concerns in a way that will help
ensure that individuals affected or poten-
tially affected by cancer will be assured im-
proved access to quality care. H.R. 2723
grants patients with life threatening dis-
eases access to specialists, including an out-
of-network specialist if one is not available
within their health plan; ensures continuity
of care if an employer switches to a plan
that does not include their physician who is
providing on-going treatment or if a treating
physician is no longer with the health plan;
and permits for a specialist to serve as the
primary care physician for a patient who is
undergoing treatment for a serious or life-
threatening illness.

Most importantly, your bill includes a
clinical trials provision strongly supported
by the American Cancer Society. H.R. 2723
recognizes that coverage of the routine pa-
tient care costs for patients enrolled in any
phase of high-quality, peer-reviewed clinical
trials affords people with cancer and other
serious or life threatening disease the oppor-
tunity to seek the best and most appropriate
care while helping to advance scientific
knowledge. This access is integral to pos-
sibly extending life, reducing morbidity, and
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increasing medical knowledge. As you may
know, in many cases, coverage for routine
patient services for patients who wish to par-
ticipate in a clinical trial are often denied,
thereby creating a major barrier for patients
who would like, or need, access to these
treatments. For these patients, the clinical
trial offers a critical opportunity to receive
state of the art cancer treatment—therapies
that may be their best and most appropriate
treatment option and their only chance at
survival and an improved quality of life. In
addition, without sufficient enrollment in
clinical trials, we as a nation lose an oppor-
tunity to collect data about the safety and
efficacy of a new therapy or technology that
could potentially benefit future generations
of patients and save the health care system
money. We firmly believe it is essential that
cancer patients have access to these often-
times lifesaving therapies that can reduce
suffering and prolong life and are very sup-
portive of the provision in H.R. 2723.

The Society commends you for sponsoring
this legislation that provides access to clin-
ical trials for all patients with serious and
life threatening diseases. Due to the nature
of research, life-saving treatments for one
disease are often found in clinical trials of a
drug aimed at treating another disease. Re-
cently, clinical trials of Rezulin, a diabetes
drug, showed that the drug may slow rapid
cell growth in some cancers. Similarly, re-
search has shown that the cancer drug,
endostatin, may help heart disease. By pro-
viding broad access to clinical trials, your
legislation will help advance the state of re-
search for many diseases by allowing for the
cross-pollination of research—cancer pa-
tients will benefit from clinical trials in
AIDS, diabetes, etc., and vice versa.

While we are very pleased with your lead-
ership on this issue, we are concerned that
H.R. 2723 will not help patients who want to
enroll in privately sponsored pharmaceutical
trials—the type that is most frequently pro-
vided through the Food and Drug Adminis-
tration. We would greatly appreciate your
consideration of increasing access to these
types of clinical trials for managed care pa-
tients.

The diagnosis of cancer is devastating—not
only must patients confront an array of med-
ical decisions, they must deal with financial
and emotional burdens as well. We thank
you for sponsoring legislation ensuring that
cancer patients, irrespective of type of
health insurance, will face fewer financial
worries as they consider their treatment op-
tions. Please call Megan Gordon, Legislative
Representative, for any additional informa-
tion you or your staff may need.

Sincerely,
KERRIE WILSON,
National Vice President, Policy Advocacy.
AMERICAN ACADEMY OF
OPHTHALMOLOGY,
Washington, DC, August 30, 1999.
Hon. CHARLES NORWOOD,
Longworth House Office Building,
Washington, DC.

DEAR REPRESENTATIVE NORwooOD: The
American Academy of Ophthalmology (AAO)
would like to thank you for your introduc-
tion of H.R. 2723, the Bipartisan Consensus
Managed Care Improvement Act of 1999.
Your bill contains the core patient protec-
tions the AAO supports and believes should
be a part of all managed care plans.

AAO is the world’s largest educational and
scientific organization of eye physicians and
surgeons (Eye M.D.s), representing over
26,000 members, dedicated to the treatment
and diagnosis of disorders of the eye.

AAO supports H.R. 2723 on the basis that it
would guarantee the following six protec-
tions to the millions of Americans enrolled
in managed care plans:
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1. An out-of-network (point-of-service) op-
tion at the time of enrollment;

2. Timely access to specialty care;

3. A fair and expedited independent appeals
process;

4. A consumer information checklist;

5. A ban on financial incentives that result
in the withholding of care or a denial of a re-
ferral; and

6. A ban on ‘“‘gag clauses’ which prohibit a
provider from giving patients certain infor-
mation, including treatment options.

We look forward to working with you to
ensure passage of a strong, comprehensive
and meaningful patient protections bill this
Congress. Again, thank you for introducing
your bill and for championing this issue in
the House of Representatives.

Sincerely,
WILLIAM L. RICH, I, MD,
Secretary for Federal Affairs.
FRIENDS COMMITTEE ON NATIONAL
LEGISLATION,
Washington, DC, August 26, 1999.
Re Managed Care Improvement Act.

Representative CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwoOD: | am
writing on behalf of the Friends Committee
on National Legislation (FCNL, a Quaker
lobby in the public interest) to express our
strong support for the Bipartisan Consensus
Managed Care Improvement Act of 1999
(H.R. 2723).

FCNL supports a health care system whose
primary goal is maintaining and improving
the health of the population. In recent years,
managed care has taken over as the domi-
nant health care delivery system. The shift
to managed care has reflected the belief, par-
ticularly within the business community,
that managed care does a substantially bet-
ter job of controlling health care costs than
does traditional fee-for-service insurance.
Thus, managed care organizations are under
strong pressure to keep costs down. In addi-
tion, many managed care organizations oper-
ate on a for-profit basis which exerts pres-
sures to reduce outlays. These changes in the
structure of health care insurance have cre-
ated an environment in which patients’ in-
terests can (and sometimes do) take a back
seat. While we are sensitive to the economic
issues in health care, we also believe that re-
form and regulation are necessary in order
to ensure that managed care organizations
hold the interests of patients as a prime
focus.

Following are some of the provisions of
H.R. 2723 that are of particular importance
to FCNL.

Scope of coverage: We support extending
managed care protections to all 161 million
people in the U.S. with private insurance.
This would complement the protection al-
ready afforded to those in Medicaid and
Medicare managed care.

Access to care: We strongly favor efforts to
reduce and eliminate bureaucratic obstacles
that some patients have faced as they seek
access to physicians and needed health care
services. For example, we support access to
closest emergency room, without prior au-
thorization and without higher costs; guar-
anteed access to needed health care special-
ists, outside the network, if needed; access to
pediatric specialists; the right of women to
directly access ob/gyn care and services; and
access to quality clinical trials for those
with no other effective option.

Protection of Doctor/Patient Relationship:
We oppose limitations placed on physicians
by HMOs or insurance companies that reduce
their ability to treat or communicate with
patients. For example, we believe that legis-
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lation should prohibit gag clauses that re-
strict the freedom of health care providers to
discuss all treatment options with patients;
limit financial incentives to withhold care;
ensure continuity of care so that patients in
the middle of long-term treatment plans do
not suffer an abrupt transition of care if
their physician or other provider is dropped
from the plan; and assure that health care
professionals who report deficiencies in the
quality of health care services will not expe-
rience retaliation by the plan.

Accountability: We support the right of pa-
tients to timely appeals of health plan deci-
sions and to be able to hold health plans ac-
countable for decisions. Examples of such
rights include access to internal and inde-
pendent external appeals processes that are
fair, unbiased, and timely; and a mechanism
that holds health plans legally accountable
when their decisions harm patients.

FCNL applauds your efforts and the efforts
of your colleagues to pass legislation that
would provide these and other related pro-
tections to patients in managed care plans.

Sincerely,
FLORENCE C. KIMBALL,
Legislative Education Secretary.
AMERICAN FEDERATION OF TEACHERS,
Washington, DC, August 20, 1999.
U.S. HOUSE OF REPRESENTATIVES,
Washington, DC.

DEAR REPRESENTATIVE: | am writing on be-
half of the over one million members of the
AFT to urge your support for bipartisan pa-
tients rights legislation, H.R. 2723, the Bipar-
tisan Consensus Managed Care Empower-
ment Act of 1999. Hopefully, when Congress
returns from its August recess, the House of
Representatives will have the opportunity to
vote on this important bill.

This bipartisan measure, introduced by
Representatives Charles Norwood (R-GA)
and John Dingell (D-MI), is compromise pa-
tients’ rights legislation that retains essen-
tial features of the Patients Bill of Rights,
H.R. 358, that AFT has also supported.

The bipartisan bill (H.R. 2723), which ap-
plies to all 161 million Americans with
health insurance coverage, has these essen-
tial features;

Ensures access to emergency care without
prior authorization, following a ““prudent lay
person’’ standard;

Authorizes direct access to OB/GYNs and
pediatricians to be primary care physicians;

Provides access to pediatric specialties;

Provides for continuity of care when there
is a change of plan or change in the provider
network;

Provides for an independent external ap-
peals process;

Authorizes patients to sue health plans in
state courts, but disallows punitive damages
if a plan complies with an independent exter-
nal appeals decision;

Provides that doctors and nurses can re-
port quality problems without fear of retal-
iation from Health Maintenance Organiza-
tions (HMOs), insurance companies and hos-
pitals.

AFT is particularly pleased that H.R. 2723
contains protection against retaliation for
health care workers acting as patient advo-
cates. The AFT is proud to represent over
53,000 health care professionals who know
such protections for patient advocacy are an
essential component of quality health care.

H.R. 2723 offers the House a very real op-
portunity to enact legislation on a bipar-
tisan basis that will improve the quality of
managed care. The American Federation of
Teachers urges you to co-sponsor and sup-
port this vital legislation.

Sincerely,
CHARLOTTE J. FRAAS,
Director of Federal Legislation,
Office of Government Relations.
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AFSCME, AMERICAN FEDERATION OF
STATE, COUNTY AND MUNICIPAL
EMPLOYEES, AFL-CIO,

Washington, DC, August 18, 1999.
Honorable CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the 1.3 million members of the American
Federation of State, County and Municipal
Employees (AFSCME), | am writing to thank
you for your leadership in introducing the
Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723). This com-
promise legislation provides meaningful re-
form of managed care with significant and
enforceable protections for consumers.

In particular, we are pleased that the bill
extends patient protections to all of those
who are covered by managed care plans rath-
er than just limited segments of the insured
population. Importantly, the bill holds all,
rather than just some, plans accountable for
treatment denials which result in the injury
or death of patients. But the liability shield
now enjoyed by self-funded plans is removed
in a balanced way, providing that there will
be no punitive damages where the plan has
followed the recommendation of an external
review panel. Further, the bill makes clear
that employees cannot be sued unless they
intervene in treatment decisions.

Of particular interest to AFSCME mem-
bers who work in health care, H.R. 2723 in-
cludes important protections for physicians
and nurses who raise concerns or warnings
about the care of patients. Although limited,
these protections will allow health care pro-
fessionals to speak, without fear of reprisal,
to appropriate public regulatory agencies,
appropriate private accrediting bodies, plan
administrators or their employers. The pro-
vision protecting patient advocacy will help
accomplish the bill’s overall goal of improv-
ing the quality of care for patients.

In sum, H.R. 2723 would accomplish reform
in a meaningful, yet balanced way. We thank
you for co-sponsoring this important legisla-
tion.

Sincerely,
GERALD W. MCENTEE,
International President.
AMERICAN THORACIC SOCIETY
AND THE AMERICAN LUNG ASSOCIATION,
Washington, DC, August 24, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the American Lung Association and its
medical section, the American Thoracic So-
ciety, | want to congratulate you for intro-
ducing the Bi-Partisan Patient Protection
legislation (H.R. 2723). The ALA/ATS strong-
ly support this important legislation.

American consumers deserve quality
health insurance. Far too often we hear of
cases where health insurers have either ob-
structed or completely denied insured pa-
tients access to the care they need. Insurers,
by design or default, are preventing patients
from getting the care they need.

Your legislation will help end many of the
abuses in our nation’s health insurance sys-
tem. Your legislation will give all of our na-
tion’s insured individuals access to special-
ists, a swift appeals process and legal re-
course for denied care, and will ensure physi-
cians—not insurers—determine medical ne-
cessity. These important patient protections
are needed to restore confidence to our na-
tion’s health care system.

The American Lung Association and the
American Thoracic Society are ready to
work with you and other Members of Con-
gress to quickly enact this important legis-
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lation. Again, thank you for your leadership
on this important issue.
Sincerely,
FRAN DUMELLE,
Deputy, Managing Director.

NATIONAL BREAST CANCER COALITION,
Washington, DC, August 24, 1999.
Representative JOHN DINGELL,
Representative CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVES: On behalf of the
National Breast Cancer Coalition (NBCC)
and the 2.6 million women living with breast
cancer, | am writing to thank you for your
leadership in offering H.R. 2723, The Bipar-
tisan Consensus Managed Care Improvement
Act of 1999. Passage of this legislation would
ensure that patients in private health plans
have access to legitimate patient protec-
tions.

The National Breast Cancer Coalition is a
grassroots advocacy organization made up of
more than 500 member organizations and
60,000 individual members dedicated to the
eradication of breast cancer through advo-
cacy and action. We have long been com-
mitted to working with Members of Congress
to enact meaningful healthcare reform.
While many versions of “‘patient protection’’
legislation have been discussed in the past,
we appreciate your leadership on introducing
strong and comprehensive bipartisan legisla-
tion that brings us one step closer to achiev-
ing our goal.

One of NBCC'’s top concerns is breast can-
cer patients’ access to clinical trials. Women
with breast cancer often seek participation
in clinical research studies as their best
treatment option. It is unconscionable that
their health plans would deny payment for
even routine patient care cost like physician
and hospital charges merely because patients
are receiving treatment in the context of a
clinical trial versus standard therapy. H.R.
2723, which would require health plans to
cover routine patient care costs for cancer
patients enrolled in approved clinical trials,
is a critical step in including greater partici-
pation in clinical trials.

We also want to thank you for including
access to specialty care in the Bipartisan
Consensus legislation. This provision is ex-
tremely important to ensure that individuals
in private health plans have access to the
specialty care they need—an essential com-
ponent of a meaningful patients’ bill of
rights. We are pleased that this legislation
would allow breast cancer patients to go
straight to their oncologists should that be
medically appropriate.

Finally, NBCC appreciates your recogni-
tion that a right without strong enforcement
is no right at all. By holding plans account-
able when their decisions to withhold or
limit care injures patients, H.R. 2723 ensures
that insurers are subject to the same rules
and legal penalties for injuries as any other
industry. Strong enforcement is absolutely
essential to any meaningful managed care
reform, and we are pleased that the Bipar-
tisan Consensus bill incorporates this provi-
sion.

Thank you again for your outstanding
leadership. We look forward to working with
you to get H.R. 2723, The Bipartisan Con-
sensus Managed Care Improvement Act, en-
acted into law this year. Please do not hesi-
tate to call me or NBCC’s Government Rela-
tions Manager, Jenifer Katz if you have any
questions.

Sincerely,
FRAN VIsco,
President.
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AMERICAN ASSOCIATION OF
UNIVERSITY WOMEN,
Washington, DC, August 24, 1999.
PROTECT WOMEN’S HEALTH IN MANAGED CARE
REFORM

DEAR REPRESENTATIVE: On behalf of the
150,000 members of the American Association
of University Women (AAUW), | urge you to
support the Bipartisan Consensus Managed
Care Improvement Act of 1999 (H.R. 2723), in-
troduced by Reps. Charlie Norwood (R-GA)
and John Dingell (D-MIl), when the House
considers managed care reform legislation.
AAUW believes that H.R. 2723 will ensure ac-
countability of managed care plans and a
health care delivery system that fully meets
the needs of women and families.

AAUW believes that only H.R. 2723 will sig-
nificantly improve managed health care for
all consumers, and especially for women.
H.R. 2723 covers all 148 million privately in-
sured Americans and addresses a broad range
of issues that will provide quality, timely,
and appropriate health care to all con-
sumers; ensure patients’ rights; and meet the
needs of women and their families. H.R. 2723
guarantees that patients can have a health
plan’s decision to deny care reviewed by an
independent medical expert, and holds man-
aged care plans accountable when their deci-
sions to withhold or limit care cause injury
or death. H.R. 2723 is particularly important
to women because it: Ensures that women
have direct access to ob-gyn services from
the participating health care professional of
their choice; Ensures that pregnant women
can continue to see the same health care
provider throughout pregnancy if their pro-
vider leaves the plan or their employer
changes plans; Ensures access to specialists,
including, when appropriate, specialists out-
side a plan’s network; and Ensures access to
clinical trials for new treatment options and
that may save people’s lives.

Once again, | urge you to support H.R. 2723
to ensure accountability of managed care
plans and a health care delivery system that
fully meets the needs of women and families.
If you have any questions, please call Nancy
Zirkin, Director of Government Relations, at
202/785-7720, or Lisa Levine, Government Re-
lations Manager, at 202/785-7730.

Sincerely,
SANDY BERNARD, President.
NATIONAL BLACK WOMEN’S
HEALTH PROJECT,
Washington, DC, August 24, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, D.C.

DEAR CONGRESSMAN NoORwooD: The Na-
tional Black Women’s Health Project
(NBWHP) is writing in support of the Bipar-
tisan Consensus Managed Care Improvement
Act (H.R. 2723). NBWHP is the only national
organization solely dedicated to improving
the health and well-being of America’s 17.8
million Black women through wellness pro-
grams and services, information, and advo-
cacy. We have been and continue to be a
strong supporter of managed care reform.
The proposed legislation offers significant
protections for all Americans, and the spe-
cific implications for women and women of
color are vitally important. Of great impor-
tance is the inclusion of patient access to
medical treatments and therapies including
clinical trials. This is highly significant as
women of color are often under-represented
in clinical trials. In addition, the inclusion
of access to all prescription drugs is crucial
as women would have assured access to cov-
erage for contraceptives.

There is an urgent need for consumer pro-
tections in the health care and insurance
system, and we feel that this legislation is a
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progressive action in this regard. We appre-
ciate any opportunities to work with you. If
you have any further questions, please feel
free to telephone our office. Shelia Clark,
our Public Policy Associate, is our contact
person. We look forward to the passage of
this legislation.

Sincerely,

JULIA SCOTT,
President and CEO.

NATIONAL ALLIANCE FOR
THE MENTALLY ILL,
Arlington, VA, August 24, 1999.
Hon. JOHN DINGELL,
Hon. CHARLES NORWOOD,
U.S. House of Representatives.
Washington, DC

DEAR REPRESENTATIVES DINGELL AND NOR-
wooD: On behalf of the 208,000 members and
1,200 affiliates of the National Alliance for
the Mentally 11l (NAMI), I am writing to ex-
press our support for your legislation, the
Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723). As the na-
tion’s largest organization representing peo-
ple with severe mental illnesses and their
families, NAMI believes that federal stand-
ards are necessary to ensure that access to
the most advanced treatment is not com-
promised in the name of cost savings. We
support your efforts as an important step
forward in protecting the interests of con-
sumers and their families in the health care
system.

In particular, NAMI is especially pleased
that your legislation will address critical
issues that are of great concern to people
with severe mental illnesses and their fami-
lies including use of restrictive prescription
drug formularies and meaningful external
appeals. NAMI is grateful that your legisla-
tion will protect the ability of patients and
their doctors to go beyond a health plan’s
limited drug formulary when it is necessary
to find the most effective medication. this
protection is critically important for people
with serious brain disorders such as schizo-
phrenia and manic-depressive illness who de-
pend on newer medications as their best hope
for recovery.

NAMI also strongly supports your proposal
for external grievance procedures that would
require that decisions of independent review
panels be legally binding upon health plans
and prevent health plans from being able to
select the independent third-party review
panel. Patients and their families should be
able to take their claim of an unfair denial
of treatment coverage to an unbiased process
for an adjudication of their rights.

NAMI also supports key provisions in H.R.
2723 regarding access to medical specialists.
Health plans should be required to provide
access to covered specialty care within a
plan’s network and allow consumers unob-
structed access to a specialist, such as a psy-
chiatrist, over a longer period, without re-
peated and unnecessary pre-authorizations
from their plan. Finally, NAMI would like to
thank you for including in your bill strong
protections for consumer access to medical
treatment costs associated with clinical
trials. For many people with severe mental
illnesses, clinical trials on new medications
are the best hope for successful treatment.
Health plans should not be allowed to deny
patients access to these trials by refusing to
pay for routine medical care.

NAMI is grateful for your efforts on behalf
of people with severe mental illnesses and
their families. Your bipartisan approach to
this difficult issue is an important step for-
ward in placing the interests of consumers
and families ahead of politics. NAMI looks
forward to working with you to ensure pas-
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sage of meaningful managed care consumer
protection legislation in the 106th Congress.
Sincerely,
LAURIE FLYNN,
Executive Director.
FAMILIES USA FOUNDATION,
Washington, DC, August 11, 1999.
Hon. CHARLIE NORWOOD,
Longwood HOB, Washington, DC.

DEAR CONGRESSMAN NORwoOD: Congratula-
tions on the introduction of the ‘“‘Bipartisan
Consensus Managed Care Improvement Act
of 1999, H.R. 2723. We are well aware of the
efforts you and others made to make this bill
a reality.

As you know, the American public is losing
faith in our health care delivery system.
Managed care companies that began with the
promise of providing high quality care at an
affordable price are not always delivering on
that promise. Unfortunately, this has re-
sulted in consumers being worried that they
will not get the care they need even though
they are covered with health insurance. Your
bill is a reasonable compromise proposal
that can bring back balance to our health
care system.

We look forward to working with you to
make the ‘‘Bipartisan Consensus’ bill the
law of the land.

Sincerely,
RONALD F. POLLACK,
Executive Director.
NATIONAL ORGANIZATION OF
PHYSICIANS WHO CARE,
San Antonio, TX, August 24, 1999.
Hon. CHARLIE NORWOOD,
Longworth HOB, Washington DC.

DEAR CONGRESSMAN NORwOOD: | am presi-
dent of Physicians Who Care, Inc. (*“PWC”’).
It is a not-for-profit organization which is
devoted to protecting the doctor-patient re-
lationship and ensuring quality health care.
Formed in 1985 in San Antonio, Texas the or-
ganization has approximately 4,000 members,
most of them doctors in private practice.
PWC believes the responsibility for medical
care belongs first and foremost to physicians
and patients. We affirm the right of the phy-
sician, as the provider of care, to diagnose,
prescribe, test and treat patients without
undue outside interference. We affirm the
right of the patient, as the person most af-
fected by care, to choose his or her own phy-
sician and help determine the type of treat-
ment received.

On behalf of PWC and its board of direc-
tors, | am writing to you now. As you know,
one of the major issues facing our country
today is our health care delivery system—
quality, access, delivery, accountability and
fairness. We are apprised that this issue will
come before the House of Representatives
next month after Congress reconvenes from
its summer recess.

We have reviewed H.R. 2723, the bill intro-
duced into the House by Representatives
Norwood and Dingell. It is known as the “‘Bi-
partisan Consensus Managed Care Improve-
ment Act of 1999”°. We strongly support it as
it insures fairness and accountability in our
health care delivery system that has been
lacking in what the Senate has passed and
other legislation that has gone before (H.R.
2723). We ask that you vote in favor of it.

Now is the opportunity to vote on legisla-
tion that will support the ability of patients
to receive proper care from their providers
and provide providers with measures of con-
fidence and comfort not known by them
since managed care and managed care plans
were foisted upon patients and physicians.

We are particularly impressed by the word-
ing in H.R. 2723 relating to external appeals,
the ability of patients to sue their health
plans and managed care organizations like
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HMOs (just like they can physicians, hos-
pitals and others who make medical deci-
sions in patient care), excluding employers
from liability unless they are involved in the
same medical decision-making that pres-
ently exposes physicians, hospitals, nurses
and the like.

Moreover, we are mindful that opponents
of this type legislation raise costs as an issue
or that employers will not be able to provide
health insurance to their employees if the
ERISA preemption is lifted or even that lift-
ing this preemptive effect will cause more
lawsuits. To these points, we respectfully
and firmly disagree! Opponents are using
emotion and ‘‘scare tactics” to avoid fact
and the ability of all patients to receive
proper and quality health care.

We are not against managed care; it does
have a place. However, we are strongly
against managed care plans not ‘‘toeing the
line’”, i.e. not wanting to be held accountable
for their medical decisions that adversely af-
fect patient care (all over the country man-
aged care plans are failing, 200 in California
alone).

Now may be the last time that you have to
provide effective relief to patients and their
providers alike. If you do not, our court sys-
tem may do it for you (as recent decisions in
the last few years seem to strongly indicate.)

Please vote what is right, fair and just for
all patients; we sincerely ask that you sup-
port H.R. 2723.

Thank you.

Sincerely,
RONALD BRONOW, M.D.,
President.
PATIENTS WHO CARE,
San Antonio, TX, August 24, 1999.
Hon. CHARLIE NORWOOD,
Longworth HOB, Washington, DC.

DEAR CONGRESSMAN NORwoOOD: | am presi-
dent of Patients Who Care (PtWC). It is a
non-profit 501(c)3 organization of approxi-
mately 20,000 members and is dedicated to
promoting through education an under-
standing of issues affecting access by pa-
tients to the highest quality health care pos-
sible. We believe in preserving quality med-
ical care, affordability of care and care reim-
bursement plans, and preserving the doctor/
patient relationship. We also feel it is the
right of patients to choose their own physi-
cian and determine the type of treatment re-
ceived. Finally, we try to help patients un-
derstand their rights in the health care deci-
sion-making process.

On behalf of PtWC and its board of direc-
tors, | am writing to you now. As you know,
one of the major issues facing our country
today is our health care delivery system—
quality, access, delivery, accountability and
fairness. We are apprised that this issue will
come before the House of Representatives
next month after Congress reconvenes from
its summer recess.

We have received H.R. 2723, the bill intro-
duced in the House of Representatives Nor-
wood and Dingell. It is known as the ‘‘Bipar-
tisan Consensus Managed Care Improvement
Act of 1999”. We strongly support it as we
feel it insures fairness and accountability in
our health care delivery system. These quali-
ties have been lacking in what the House and
Senate have passed in previous health care
legislation. We ask that you vote in favor of
H.R. 2723, and do all you can to help this bill
move quickly to passage.

Now is the opportunity to vote on legisla-
tion which will support the ability of pa-
tients to receive proper care from their pro-
viders. It will also give providers a greater
measure of confidence and comfort in treat-
ing their patients since managed care and
the managed care plans were foisted upon pa-
tients and physicians many years ago.
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We are particularly impressed by the word-
ing in H.R. 2723 relating to external appeals,
the ability of patients to sue their health
plans and managed care organizations like
HMOs (just like they can physicians, hos-
pitals and others who make medical deci-
sions in patient care), excluding employers
from liability unless they are involved in the
same medical decision-making that pres-
ently exposes physicians, hospitals, nurses
and the life. We are also mindful that oppo-
nents of this type legislation raise ‘‘costs’ as
the issue, saying ‘employers will not be able
to provide health insurance to their employ-
ees if the ERISA preemption is lifted or even
that lifting this preemptive effect will cause
more lawsuits’. We feel this is a lesser con-
cern than decisions that adversely affect pa-
tient care (all over the country managed
care plans are failing—200 in California
alone).

Now may be the last time you have to pro-
vide effective relief to patients and their pro-
viders. If you do not, our court system may
do it for you (as recent decisions in the last
few years seem to strongly indicate.)

Please vote what is right, fair and just for
all patients; we sincerely ask that you sup-
port H.R. 2723.

Thank you.

Sincerely,
STEVEN C. JOHNSON, CLU, RHU,
President.

P.S. It is also our understanding that most
“individual’’ health care plans, not currently
under ERISA, will not be affected by this
legislation, or be required to conform to H.R.
2723. please be vigilant of this issue which
our members have raised.

ALLIANCE FOR CHILDREN AND FAMILIES,

August 24, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: We at the
Alliance for Children and Families are writ-
ing to express our support for the Bipartisan
Consensus Managed Care Improvement Act
(H.R. 2723), which you have introduced with
Representative Dingell. The Alliance, an
international nonprofit association rep-
resenting over 350 child- and family-serving
organizations, supports this important legis-
lation to protect patients’ rights. Alliance
members serve more than 5 million individ-
uals each year in more than 2,000 commu-
nities.

Broad bipartisan support for this new leg-
islation represents a major breakthrough on
behalf of patients’ rights. This bill provides
essential protections for all consumers in the
private health insurance marketplace. H.R.
2723 ensures that medical decisions will be in
the hands of medical experts. It permits peo-
ple to hold their managed care plans ac-
countable when plan decisions to withhold or
limit care result in injury or death. We be-
lieve that holding health plans accountable
will be a strong incentive for them to deliver
clinically necessary care, minimizing the
need for lawsuits.

We support your bill because it includes
much needed patient protections, strong re-
forms of the managed care industry and due
process protections for providers. It ensures
that patients have access to a fair and inde-
pendent external review for cases in which
care is denied. H.R. 2723 also ensures that pa-
tients have access to specialists, including,
when appropriate, specialists outside a plan’s
network.

Thank you for your leadership in pro-
tecting patients’ rights through the Bipar-
tisan Consensus Managed Care Improvement
Act of 1999.

Yours sincerely,
CARMEN DELGADO VOTAW,
Senior Vice President, Public Policy.
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PARALYSIS SOCIETY OF AMERICA,
August 23, 1999.
Hon. CHARLIE NORWOOD,
U.S. House of Representatives,
Building, Washington, DC.
DEAR REPRESENTATIVE NORWOOD: On behalf
of the Paralysis Society of America (PSA), |
am writing to voice support for H.R. 2723, the
Bipartisan Consensus Managed Care Im-
provement Act of 1999.

We are pleased to see that the consensus
bill combines the patient protections found
in the major managed care reform bills in-
troduced in the House this year, including
H.R. 216, the Quality Care Act, and H.R. 358,
the Patients’ Bill of Rights. We also note the
importance of H.R. 2723 as a bipartisan bill.
Legislators who support this bipartisan bill
recognize the importance of a health care
system that balances the cost of service de-
livery without sacrificing individual patient
needs.

PSA’s membership of more than 19,800 peo-
ple consists of individuals with spinal cord
injury or disease, their family members and
caregivers, health care professionals, and
others with an interest in the disciplines of
spinal cord medicine and paralysis. As you
can imagine, the outcome of patient protec-
tion legislation speaks directly to the vested
interest in our membership.

Particular attention is given to those por-
tions of the legislation covering freedom of
choice, specialists, and external appeals,
clinical trials and privacy. Also of interest
to our membership are the sections covering
continued care, freedom of communication,
clinical trials reform, incentives to deny
care, and privacy:

PSA members want the right to freely
choose and/or change their doctor and hos-
pital;

PSA members want the right to see a spe-
cialist if they and their doctor determine the
need is paramount to managing the complex
health care needs of people with spinal cord
dysfunction;

PSA members want the right to a second
and third opinion following denial of cov-
erage by a health plan, at no cost to the pa-
tient;

PSA members should not be forced to
change doctors and hospitals while in the
midst of a course of treatment for a health
care problem;

Doctors must be able to talk freely with
patients without fearing repercussions from
health plans. Every doctor should be free to
discuss anything relative to a patient’s
health with the patient, even if the informa-
tion may be negative towards the health
plan. Health plans must not be permitted to
use tactics that discriminate against doctors
for cooperation in patient advocacy, such as
threats of firing, disciplinary action and by
providing incentives to deny care;

PSA members should be able to participate
in clinical trials that may maximize their
independence and quality of life without
undue interference from their health plan;
and

PSA members are concerned about their
right to privacy. No medical information on
a patient should be released without the pa-
tient’s approval.

The right to quality health care and pa-
tient protection is of primary importance to
the members of the Paralysis Society of
America. PSA offers its support, and will
gladly assist you in any way we can to en-
sure that H.R. 2723 is enacted into law.

Sincerely,

Longworth

NANCY STARNES,
Director.
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NATIOANAL ASSOCIATION OF
SCHOOL PSYCHOLOGISTS,
Bethesda, MD, August 24, 1999.
Hon. CHARLIE NORWOOD,
Longworth House Office Building,
Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the National Association of School Psy-
chologists, (NASP) | am writing to express
our strong endorsement of H.R. 2723, the Bi-
partisan Consensus Managed Care Improve-
ment Act of 1999.

NASP is an organization that represents
21,500 school psychologists and related pro-
fessionals throughout the world. NASP
works to actively promote educationally and
psychologically healthy environments for all
children and youth. We work together with
national coalitions to increase support and
funding for primary prevention services and
mental health programs that deter youth
from delinquent activity, assist them with
improved learning and provide them with ex-
periences and role models to become success-
ful in life. In health care, our goal is to in-
crease access and affordability of health and
mental health services for which coverage is
often extremely limited or denied.

Developing a balanced compromise on the
most controversial of managed care reform
provisions, the Bipartisan Bill would provide
essential protections for consumers in the
private health insurance marketplace. The
Bipartisan Consensus Bill maintains a strong
utilization review process to require the
oversight of trained personnel, assures fair
appeals, guarantees access to emergency and
urgent care services and holds health plans
accountable for their decisions. Further-
more, this bill requires the development of
quality criteria along with performance and
clinical outcome measures for at-risk indi-
viduals and people with chronic and severe
illness. If H.R. 2723 is passed, this provision
will have an important positive impact on
the health care provided to adults with se-
vere mental health illnesses, children with
serious emotional disturbances and other
people with significant mental disorders who
are increasingly being served in managed
care settings.

Our efforts to improve mental health serv-
ice delivery must include the elimination of
insurance discrimination against people with
mental disorders and the serious problems
associated with the delivery of mental
health care by HMOs. It is time to move be-
yond the impasse in this effort. The Bipar-
tisan Bill creates a new “Patients’ Bill of
rights” which should pass the House with
minimal dissension. Thank you for your
commitment to reaching a workable com-
promise to finally provide consumers with
the opportunity to appeal instances of dis-
crimination or denial of care.

Sincerely,
SUSAN GORIN, CAE,
Executive Director.
AMERICAN ASSOCIATION OF ORAL,
AND MAXILLOFACIAL SURGEONS,
Rosemont, IL, August 26, 1999
Hon. CHARLIE NORWOOD,
U.S. House of Representatives, Washington, DC

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the American Association of Oral and
maxillofacial surgeons (AAOMS), which rep-
resents the nation’s approximately 6,000 oral
and maxillofacial surgeons, | thank you for
supporting provider nondiscrimination lan-
guage as stated in Section 133(a) of the bi-
partisan ‘‘Consensus on Managed Care Im-
provement Act of 1999,

We fell that this bill has the strongest
chance of being enacted, as it is a bi-partisan
effort and is endorsed by President Clinton.
AAOMS lends its strong support for the Con-
sensus on Managed Care Improvement Act of
1999, and hopes that it is enacted into law.
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Oral and maxillofacial surgeons in your
district and across the nation believe that
provider nondiscrimination is a key compo-
nent of managed care reform. It is the top
legislative priority of the AAOMS.

Thank you again for all your help in mak-
ing sure that provider nondiscrimination

language was included in this important
piece of legislation.
Sincerely,
DAVID A. BUSSARD, DDS, MS,
President.

AMERICAN PODIATRIC
MEDICAL ASSOCIATION, INC.,
Bethesda, MD, August 31, 1999
Hon. CHARLIE NORWOOD,
U.S. House of Representatives, Washington, DC.

DEAR MR. NorwooD: With regard to HR
2723, the Bipartisan Consensus Managed Care
Improvement Act of 1999, I am pleased to an-
nounce our unqualified support of the pro-
posal. Embodying every principle the asso-
ciation has embraced as essential for mean-
ingful managed care reform, we are con-
vinced its enactment is in the best interest
of all Americans.

The strong bipartisan support your meas-
ure has heretofore generated is compelling
evidence that, given a fair hearing by the
full House, a comprehensive patient oriented
reform package can prevail. To this end we
offer our understanding and enthusiastic
support.

Best regards!

Sincerely Yours,
RONALD S. LEPOW, DPM,
President.
OPTICIANS ASSOCIATION OF AMERICA,
Fairfax, VA, August 24, 1999.
Hon. CHARLIE NORWOOD,
Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the Board of Directors and the members of
the Opticians Association of America, | am
writing to thank you for sponsoring H.R.
2723, the bipartisan managed care improve-
ment bill.

This bill would give basic, common-sense
protections to millions of Americans in man-
aged care plans, and it is certainly refreshing
to see the bipartisan way in which it was ap-
proached!

In addition, we are pleased to see that the
bill contains a point-of-service option and
anti-discrimination language which guar-
antee consumers the widest possible choice
of providers.

We look forward to continued collabora-
tion in the interest of America’s health care
consumers.

Sincerely,
JACQUELINE E. FAIRBARNS,

Assistant Executive Director for Government

Relations.
AMERICAN OSTEOPATHIC ASSOCIATION,
Washington, DC, August 27, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR CONGRESSMAN NORwoOD: The Amer-
ican Osteopathic Association (AOA) rep-
resents the nation’s 43,500 osteopathic physi-
cians. As President, 1 am pleased to let you
know that the AOA endorses your bill, the
“Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723).

The AOA advocates, on behalf of patients,
for Congress to enact strong, meaningful,
and comprehensive protections. After six
years of debate and delay, we believe that
H.R. 2723 is the bipartisan legislation that
will ensure the AOA’s long sought principles.
These include: physicians allowed to deter-
mine medical necessity; health plans held
accountable for their actions; a fair and
independent appeals process available to pa-
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tients, and protections which apply to all
Americans.

Over the last two decades, managed care
has become less interested in delivering
quality healthcare to patients. Instead, the
focus seems entirely on the bottom line. It is
time to bring the focus back to our patients
and away from HMO profits. Employers and
patients are tired of not receiving the care
they are promised, pay for, and deserve. H.R.
2723 will help bring the quality back into
healthcare and allow osteopathic physicians
to care for our patients in accordance with
the high principles guiding our profession.

Again, thank you for your leadership on
this critical issue. We are encouraged by the
broad bipartisan support your legislation has
received. The AOA pledges to work with you
and all Members of Congress to ensure swift
enactment of H.R. 2723. Please feel free to
contact Michael Mayers, AOA Assistant Di-
rector of Congressional Affairs, in our Wash-
ington office at 202-414-0148 with any further
comments or questions.

Sincerely,
EUGENE A. OLIVERI, D.O.,

President, American Osteopathic Association.

AMERICAN COUNSELING ASSOCIATION,
Alexandria, VA, August 27, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwoOOD: | am
writing on behalf of the more than 51,000
members of the American Counseling Asso-
ciation to express our strong support for
your legislation H.R. 2723, the Bipartisan
Consensus Managed Care Improvement Act
of 1999. This bipartisan patient protection
legislation will afford health care consumers
the essential protections necessary to ensure
the delivery of quality health care services.

H.R. 2723 provides a wide array of con-
sumer protections including several key
components for mental health providers and
their clients, such as putting medical deci-
sions in the hands of medical experts, not
the insurance company bureaucrats; the
ability to hold health plans liable when their
decisions to withhold or deny care result in
injury or death; adequate access to special-
ists; a continuity of care clause, and a provi-
sion to prohibit nondiscrimination against
providers based on their type of license. In
addition these protections would apply to all
privately insured individuals, unlike other
managed care legislation considered in Con-
gress.

Representatives Norwood, we thank you
for your continued advocacy on behalf of
health care consumers. This legislation will
make a difference to the millions of Ameri-
cans with private health insurance. Please
let us know if we can be of any assistance in
your work.

Sincerely,
DONNA FORD, MS, NCC,

President, American Counseling Association.

AMERICAN PUBLIC
HEALTH ASSOCIATION,
Washington, DC, August 10, 1999.
Hon. CHARLES NORWOOD,
Washington, DC.

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the American Public Health Association,
which represents more than 50,000 public
health professionals around the country, |
am writing to express our support for your
new bi-partisan managed care reform bill,
H.R. 2723.

This bill will provide patients with real,
enforceable assurances that they will receive
the care they need and have purchased from
managed care companies. If passed by Con-
gress, this bill will: improve access to emer-
gency services; allow more people to enter
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clinical trials; provide patients with a fair
appeals process for denied claims; lift bar-
riers to specialists; and hold plans respon-
sible for the medical decisions they make.

Furthermore, the bill’s broad bi-partisan
cosponsorship—and announced support from
President Clinton—makes it Congress’ best
chance to complete action on this important
issue this year.

We understand that some within the man-
aged care industry oppose any government
regulation, but this issue is a very important
one for consumers, health care providers,
and the public health community. Your
steadfast commitment to reform and your
strong leadership throughout this debate are
commendable. H.R. 2723 is a significant and
welcome step toward achieving new protec-
tions for managed care patients. We look for-
ward to continuing work with you toward
achievement of that mutual goal.

Sincerely,
RICHARD A. LEVINSON, MD, DPA,
Associate Executive Director,
Programs and Policy.
NATIONAL PARTNERSHIP
FOR WOMEN & FAMILIES,
Washington, DC, August 13, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC.

DEAR REPRESENTATIVE NORwooOD: The Na-
tional Partnership is pleased to endorse the
Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723). This is
strong, bipartisan patient protection legisla-
tion, and thanks to your hard work, we be-
lieve it can—and will—pass the House of
Representatives.

For women and families, few issues reso-
nate as profoundly and pervasively as the
need for quality health care. Survey after
survey reveals Americans’ growing dis-
satisfaction with the current health care
system, and many feel the system is in cri-
sis. We need common-sense patient protec-
tions that will restore consumer confidence
and tip the balance back in favor of patients
and the health care providers they rely on.

There are many features of this bill that
are especially important. First and foremost,
this bill ensures that medical judgments will
be in the hands of medical experts, not insur-
ance bureaucrats looking at the bottom line.
This bill:

Ensures that patients have recourse to a
genuinely independent external review when
care is denied.

Allows patients to hold their managed care
plan accountable when plan decisions to
withhold or limit care result in injury or
death.

Ensures that women have direct access to
ob-gyn services from the participating
health care professional of their choice.

Ensures that doctors and nurses can report
quality problems without retaliation from
HMOs, insurance companies, and hospitals.

Ensures access to specialists, including,
when appropriate, specialists outside a plan’s
network.

Ensures access to clinical trials that may
save people’s lives.

The House of Representatives faces an his-
toric opportunity to provide patients the
protections they need. We look forward to
working with you to ensure passage of this
important legislation.

Sincerely,
JUDITH L. LICHTMAN,
President.
DEBRA L. NEss,
Executive Vice Presi-
dent.
JOANNE L. HUSTEAD,
Director of Legal and
Public Policy.
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THE AMERICAN OCCUAPATIONAL
THERAPY ASSOCIATION, INC.
Bethesda, MD, September 1, 1999.
Hon. CHARLES NORWOOD,
U.S. House of Representatives,
Washington, DC

DEAR REPRESENTATIVE NORwWOOD: On behalf
of the 60,000 members of the American Occu-
pational Therapy Association, Inc. (AOTA), |
would like to express our endorsement for
the Bipartisan Consensus Managed Care Im-
provement Act of 1999, H.R. 2723. We appre-
ciate your leadership, along with Represent-
ative John Dingell, in continuing to puruse
strong managed care legislation with real
patient protections through bipartisan ef-
forts.

H.R. 2723 contains many critical patient
protections that the members of AOTA be-
lieve are necessary to ensure patients re-
ceive the care that they need. Federal legis-
lation should: guarantee patients’ access to
all medically necessary specialty care using
appropriate utilization review standards;
protect patients’ right to choose a health
care plan allowing out-of-network care; pro-
hibit the restriction of importance medical
communications and require information
disclosure standards; prohibit discrimina-
tory practices against health care profes-
sionals; require timely, independent due
process procedures; and hold health plans ac-
countable for their medical decisions.

H.R. 2723 is considerably more com-
prehensive than legislation passed by
he Senate in July. It is important that
these protections are available to all
Americans enrolled in private health
care plans.

Over the August recess we have notified
our members, asking them to talk to their
legislators. Please let us know how we can
continue to assist you in your efforts to have
comprehensive managed care legislation ad-
dressed on the House floor.

Again, we thank you for your leadership
and hard work on this issue. We look forward
to continuing to work with you to pursue
passage of comprehensive managed care leg-
islation.

Sincerely,
KATHRYN M. PONTZER,
Senior Legislative Counsel,
Federal Affairs Department.
AMERICAN ASSOCIATION FOR
MARRIAGE AND FAMILY THERAPY,
Washington, DC, August 23, 1999.
Hon. CHARLES NORWOOD,
House of Representatives,
Washington, DC
RE: Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2823)

DEAR DR. NORwooD: The American Asso-
ciation for Marriage and Family Therapy is
writing to express our strong support for the
Bipartisan Consensus Managed Care Im-
provement Act of 1999 (H.R. 2723). On behalf
of the 46,000 marriage and family therapists
throughout the United States, we want to
applaud you and Rep. Dingell for your effort
to provide Americans with comprehensive
patient protections.

Your bill offers several safeguards that are
integral to our members, as well as the pub-
lic at large. One provision, the prohibition
on discrimination against providers, has par-
ticular significance. It expands consumer ac-
cess to qualified practitioners who are regu-
lated by the states. Without this protection,
insurers and plans can continue to discrimi-
nate against many licensed health care pro-
fessionals. Additionally, the provision will
foster competition among providers and ex-
pand the pool of trained practitioners.

The ability to access speciality care is also
a positive component of this legislation. Pa-
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tients with ongoing healthcare conditions
will greatly benefit from the opportunity to
access specialists who are trained in the
treatment of their special conditions. More-
over, removing the requirement of a primary
care referral will reduce costs and delays
that burden health care delivery.

Other provisions of significance to our or-
ganization include: an independent review
process for determination of medical neces-
sity decisions; the ability of people with spe-
cial health care needs and chronic conditions
to continue to access their health care pro-
fessionals after employers change plans; the
ability to hold managed care plans account-
able for decisions to deny care; and guaran-
teed access to emergency care services.

These protections are a superb example of
how Members from both sides of the aisle
can work together to improve the quality of
medical care for all employees. Your leader-
ship in this effort is truly outstanding and
appreciated. If there is any role our organi-
zation can play in passage of this legislation,
please contact our Government Affairs Man-
ager, David Bergman, at (202) 467-5015. Its
time to ensure that all American are pro-
vided with the security of a comprehensive
health care system.

Sincerely,
MICHAEL BOWERS,

Executive Director, American Association

for Marriage and Family Therapy.

AMERICAN PUBLIC PLACES
EDUCATION AS A TOP PRIORITY

The SPEAKER pro tempore (Mr.
TERRY). Under the Speaker’s an-
nounced policy of January 6, 1999, the
gentleman from New York (Mr. OWENS)
is recognized for 60 minutes as the des-
ignee of the minority leader.

Mr. OWENS. Mr. Speaker, we have
just returned from recess and we are
about to enter the closing chapters of
the first session of the 106th Congress.
The end of the first session will only
take us halfway. We can continue, and
there are probably some things that
will continue, but we have a full plate
here.

There is a great deal of speculation
about exactly what is going to happen
with the appropriations bills and the
fiscal plan which now is made more ex-
citing by the fact that there is a sur-
plus. After we lock the box and keep
the Social Security funds in place, we
still have a projection of a 10-year pe-
riod of a trillion dollar surplus, and
that has led to some radical proposals
by the Republicans with respect to tax
cuts, and that has certainly charged
the atmosphere.

I am interested in continuing the dia-
logue on education. | think that we are
in danger of making a great blunder if
we do not use this great window of op-
portunity to do something dramatic to
improve education in America. There
is a need for a greater commitment
from the Federal Government which
now only is responsible for about 8 per-
cent of the total expenditure on edu-
cation. We need more federal support
for education.

There are a lot of things that have to
happen to improve education in Amer-
ica, but one of the things that has to
happen is that we must have more fed-
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eral support. The Federal Government
is where the money is. The Federal
Government’s money is not made here
in Washington; it all came from the
local level, so it belongs to the people
out there in the States and in the lo-
calities. This is no reason why we can-
not resolve to use funds from the Fed-
eral Government to help solve and re-
solve some of the overwhelming prob-
lems that we are facing in education.

We can still win the war for edu-
cation support. The status of legisla-
tion here at this point does not pre-
clude some major development taking
place either before we end this session,
or certainly before we end the 106th
Congress in the fall of the year 2000.

Let us take a look at where we are at
this point. As far as education funding
is concerned, we are in bad shape. A
number of appropriations bills have
been stalled, and we have only passed
two; but the education appropriations
bill, the Labor-HHS appropriation is
further behind than any of the other
appropriations in the process. It has
not even gotten out of the sub-
committee yet. The appropriations bill
for education, it seems, is being used as
a scapegoat; and it will be the last one
out there, and it will have the greatest
amount of reductions.

I am not on the Committee on Appro-
priations, but the rumors are that for
the overall Labor, Health and Human
Services and Education appropriations,
the cut may range as high as 35 or 40
percent. And certainly education is in
danger of a 15 to 20 percent cut if we
follow the present process whereby
there are budget caps. But they are not
following budget caps on some appro-
priations bills. They are leaving the
last ones to take most of the burden of
the cuts. So education is in deep trou-
ble at this moment in history. But |
think we can still win the war.

What | want to talk about tonight is
how the American public and public
opinion, the common sense of the vot-
ers, still is a determining factor here.
We need to hear that and know that.
All of the polls still continue to show
that the American people place edu-
cation as one of the top priorities, ei-
ther priority number one or priority
number two, in terms of federal assist-
ance, or the use of federal resources to
help solve problems. They expect us to
do something. They are concerned. And
their common sense is correct. Their
common sense is on target. But what
they need to know is that there are a
set of rules being followed and a set of
maneuvers underway that will lead to
inevitable cuts in education if those
rules are followed.

The President is right when he says
that not only do we face cuts in this
present year, in the present appropria-
tion, but in the bigger scenario that
the Republicans have staked out, if
they go ahead with a gigantic tax cut
of $790 some billion dollars over a 10-
year period, then the mechanics of that
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=== AMERICAN
PSYCHOLOGICAL
==— ASSOCIATION

Practice Directorate
March 30, 2005

Mark A. Rothstein, J.D., Chair
Subcommittee on Privacy & Con. dentiality

National Committee on Vital and Health Statistics

Re: Testimony on Privacy and Con dentiality Issues Concerning the National
Health Information Network

Dear Chairman Rothstein and Distinguished Subcommittee Members:

| submit this testimony on behalf of the American Psychological Association (APA), the professional
organization representing more than 150,000 members and affiliates engaged in the practice, research, and
teaching of psychology. We appreciate this opportunity to submit this testimony regarding the development

of a National Health Information Network (NHIN).

We understand that the National Committee on Vital and Health Statistics (NCVHS) assists and advises the
Secretary of the Department of Health and Human Services in the study and identification of privacy,
security, and access measures to protect individually identifiable health information in an environment of
electronic networking. We further understand that NCVHS will make recommendations to the Secretary of
Health and Human Services in the form of suggested access, security, and privacy measures that should be
taken to implement a NHIN. Therefore, the APA offers the following testimony to the Subcommittee
regarding our suggestions and concerns in creating and maintaining access, privacy and confidentiality for
health records in a NHIN.

Privacy - Terms
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The form, scope, uses and control of the NHIN have not been determined. Therefore, our comments can
only address potential concerns and suggestions based on directions that we anticipate that the NHIN may

take. Accordingly, we would appreciate opportunities to comment again as this dialogue develops.
I. Unique Privacy Concerns Raised by Mental Health Records

Our primary concern regarding the NHIN is the need to balance accessibility of health information with
privacy and confidentiality. This testimony will focus on the unique patient privacy concerns of mental

health patients.

The NHIN has the laudable goal of improving patient care through greater and more efficient information
access. We believe that it has the potential to substantially improve the quality of health care provided in
this country by allowing instant access to critical patient information at any point of care. It also has the
potential to increase the efficiency of service delivery and, importantly, lower administrative costs. Further, it
has the potential to improve patient care specifically by fostering the integration of physical and mental

health care as discussed in Section Ill.A below.

We are concerned, however, about possible unintended consequences to the extent that some of the
powerful forces propelling the need for an electronic health record include economic/business concerns
about efficiency. In prior instances where broad changes to the health care system were introduced to
improve both efficiency and patient care (particularly with the advent of market-driven managed care
techniques), many have now concluded that the new systems actually reduced the quality of care because
they prioritized economic issues over patient care. The unfortunate reality is that our health care system has
become increasingly dominated by corporatized “big business” for which profit making has become an
essential part of business. With NHIN, our concern is that too much focus on improving the flow of health
information for economic efficiency in the service of profit making and business interests could take priority
over various patient care concerns, including privacy. We sincerely hope that this does not happen and that
steps can be taken from the beginning to assure a balanced approach to addressing the various interests

involved.

In order to develop the NHIN in a manner which will promote quality mental heath care, it is important to
consider the unique privacy issues relating to mental health records. Most people understand that mental
health records are particularly sensitive because they may contain a patient’s innermost and most
embarrassing personal information. Many also are aware that, unfortunately, the stigma attached to mental
health disorders and mental health treatment makes the records of that treatment especially sensitive. This
is an area of health care where the mere fact that a person has sought treatment, if revealed, can damage
careers, reputations and relationships. Any violation of privacy could be devastating to the patient. Thus,
patients receiving care for mental health issues may be prone to avoid or discontinue treatment if there is a

real or perceived threat to the privacy of their health records.

Mental health care is unique in that successful treatment depends on both the existence of privacy and
the expectation of privacy. There is no other health field in which the mere threat of loss of privacy can
interfere with the success of treatment. As the U.S. Supreme Court recognized in the case of Jaffee v.

Redmond, 518 U.S. 1, 10 (1996), the psychotherapist-patient relationship is: privacy - Terms
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[Rlooted in the imperative need for con dentiality and trust...Treatment by a physician for
physical ailments can often proceed successfully on the basis of a physical examination,
objective information supplied by the patient, and the results of diagnostic tests. Effective
psychotherapy, by contrast depends upon frank and complete disclosure of facts, emotions,
memories, and fears. Because of the sensitive nature of the problems for which individuals
consult psychotherapists, disclosure of con dential communications made during
counseling sessions may cause embarrassment or disgrace. For this reason, the mere
possibility of disclosure may impede development of the con dential relationship necessary
for successful treatment. (Emphasis added).

Because of these concerns, psychologists and other licensed mental health professionals are trained to
exercise great care in protecting their patients’ records. The psychologist has typically viewed his or her role
as a “gatekeeper” controlling access to those records. We would urge that the establishment of the NHIN
preserve mental health professionals’ role in being able to control and protect the records so that

confidentiality, a trusting relationship and successful treatment may be preserved.

Psychologists have historically served an important role in determining what information in their patients’
records to disclose, because they have a great understanding of the heightened sensitivity of mental health
records, what records are relevant to other treating professionals, and the special legal and ethical rules
concerning the disclosure of psychological records (which are generally considerably more protective than
the disclosure rules for medical records). In this role, and working in collaboration with the patients,
psychologists have been able, for example, to provide a critical perspective on what is “minimum necessary”
information to release to insurers and other third parties, pursuant to the HIPAA Privacy Rule, as discussed in

Section 111.B below.

The psychologist’s role vis-a-vis confidential mental health records is also highlighted by the NHIN'’s potential
benefit of improving patients’ access to their own records. The psychologist is in a key position to identify
what parts of the patient’s mental health record are appropriately viewed by the patient or, alternatively,
viewed by the patient with the psychologist’s simultaneous explanatory input. In recognition of this role,
many state laws actually give the psychologist discretion to withhold portions of that record to prevent
physical, emotional or therapeutic harm to the patient. A mental health record may be susceptible to
misinterpretation by others, including the patient, or may cause a strong emotional reaction if viewed by the
patient. Thus, even when access is appropriate, it is often highly advisable to have the psychologist present
while the patient is reviewing his/her record in order to explain aspects of the record and help the patient

cope with emotional responses to that information.
Il. What mental health records would be included?

Some, but not all, of the concerns outlined above would be reduced by limiting the scope of mental health
records to be included in the NHIN. The records that should most logically be included are the basic

information that the HIPAA Privacy Rule views as necessary for sharing among health care professionals.
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This information, which we call the “clinical record”, includes basic items such as diagnosis, symptoms and
treatment plan. This basic health information is necessary to assist all health care professionals who are

treating patients in providing quality integrated care to them.

There are two types of mental health records that we strongly urge not be included, or only be included with

specifically restricted access:

Psychotherapy notes. The HIPAA Privacy Rule recognizes that a mental health professional’s private notes

concerning therapy sessions contain highly sensitive patient confidences, are primarily for the professional’s
own use, and are not the type of information that needs to be shared with other health care professionals,
insurers, or even patients. Accordingly, these notes are given heightened protection under the Privacy Rule,
and can generally only be used by the psychologist who took those notes, absent a specific authorization
from the patient. The same considerations call for excluding them from the NHIN, or restricting access so
that only the psychotherapist who created them can view them (unless the patient specifically authorizes

broader disclosure).

Psychological testing. Similarly, psychological test materials and results should not be included in the

NHIN. First, psychological tests are particularly susceptible to misinterpretation by those not trained to
interpret these tests. Parts of tests taken out of context by someone not trained to interpret the whole can
be harmfully misleading. Second, the test materials themselves are unique (usually copyrighted) and they
may lose their value as accurate diagnostic and evaluative instruments if they are too widely shared. This
sharing can lead to several problems - from those that are intentional, such as manipulation of the test
responses in order to achieve a desired result, such as with malingering, to unintentional invalidation of test
results because of prior familiarity with the questions. Third, the raw data of psychological testing is as
likely to contain highly personal confidential information as psychotherapy notes. Some of the questions
themselves may elicit highly sensitive responses, and also the psychologist doing the testing may write
observations and comments on the materials containing the questions and/or answers. Fear of loss of
confidentiality may negate the effectiveness of a test in the same manner that fear of loss of privacy can
interfere with successful psychotherapy. A patient may not be completely forthcoming with full answers to

test questions if he or she thinks that the information may be widely disclosed.
lll. Who Would Have Access to Mental Health Records and For What Purposes?

A. Access by Other Treating Professionals/Integration of Mental and Physical Health. We believe that easy

accessibility of records by treating health care professionals is one of the most important goals of the
NHIN. For example, in the Veterans Administration (VA) system, patients typically see multiple health care
professionals during that visit. Prior to the implementation of its electronic system, health care
professionals treating a VA patient would not always have access to the patient’s medical record when
treating the patient because the record was either in the possession of another health care professional or
was being held somewhere else in the VA hospital. Now, a health care professional can access the patient’s
record at any time and can update information and add his or her notes to the record. This is a particularly

important feature as mental health care becomes an increasingly integrated part of overall patient
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healthcare and interdisciplinary collaboration is improved. This improved access would be possible

nationwide in a NHIN.

We believe the NHIN could actually have the beneficial effect of increasing the level of integration of mental
health and physical health care. APA believes that such integration is important in light of the growing
recognition of the link between behavior, health and iliness. It is increasingly recognized that many of the
physical ailments that are now the nation’s dominant medical concerns, such as diabetes and heart disease,
have strong mental and behavioral components. The corollary is, of course, that treatment of diabetes is
more effective if a psychologist works with the patient and physician on behavioral and emotional issues,

diet, exercise and medication compliance.

Currently, mental and physical health care are all too often provided in separate spheres that have little
contact with each other. The integration of these spheres has been shown to greatly improve patient care,
particularly in areas such as disease management and with individuals who display “at risk” behaviors such

as poor diet, lack of exercise, smoking and alcohol abuse.

Because integration of mental health with physical health information through the NHIN would generally
increase access to mental health records, it must be done carefully and selectively. First, there is the
potential for differing levels of privacy maintenance in the mental and physical health spheres. With physical
health, it is often appropriate to make a patient’s record accessible to several physicians of different
specialties, nurses and other affiliated staff. By contrast, a psychologist’s psychotherapy notes generally
cannot be shared with anyone other than the psychologist (without the patient’s authorization), and access
to the more public clinical record is often not shared with affiliated staff because even basic information,
such as the diagnosis, can be highly sensitive. A common problem we have seen is that those on the
physical health side are not always familiar with the unique and sensitive aspects of these mental health
records and the greater privacy obligations imposed as a result. We are aware of instances in which
psychologists have been asked to place their psychotherapy notes and patient files in common databases to
which a large number of professionals and affiliated staff have access. For the psychologists to comply

would, of course, place them in violation of their privacy obligations under HIPAA, state law and ethics code.

These problems could be expanded on a massive scale if the integration of mental health and physical
health information through the NIHN was not carefully orchestrated. We are concerned that if these two very
different systems are integrated through the NHIN, the overall level of confidentiality not be lowered to the
physical health standard. We strongly urge that the NHIN not take a “lowest common denominator”
approach. Perhaps the best alternative, as practiced for many years in Veterans’ Administration settings is

to have a two-tiered system, with greater privacy control on the mental health portion of the record.

A second concern is the potential unintended impact of the introduction of mental health information into a
large number of physical health settings that are not used to having access to this information. Since the
stigma attached to mental health disorders is still pervasive, some in the system may react to and treat
patients differently if they know about their disorder. Relatedly, there is the concern that health professionals
with little experience and training in mental health issues may misinterpret mental health information. For

example, a primary care professional would have no training in interpreting psychological test data. Ifa ¢y - rerms
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health professional were to review the test data alone, he or she might come to erroneous conclusions
regarding the patient, and worse, could share this incorrect information with the patient or other treating

professionals.

B. Access by Health Insurers. Key questions with the creation of an electronic health record concern the
extent to which health insurers and other third party payors will be allowed access to the NHIN, for what
purposes, and how would it be limited. We have witnessed a long-standing tension between mental health
professionals trying to protect patient privacy and insurers requesting additional information to decide
whether the mental health treatment is “medically necessary.” Under the HIPAA Privacy Rule, this tension
has shifted to disputes over what is the “minimum necessary” information for the insurer to determine
medical necessity. Unfortunately, the flexible but vague “minimum necessary” standard leaves considerable
room for disagreement. (Fortunately, the Privacy Rule leaves little room for debate when psychotherapy
notes are at issue: the insurer cannot demand access.) In some cases, the extent of information requested
by the insurer has become a tactic to discourage patients from accessing services, even when these
services are necessary. The psychologist’s understanding of what information is most sensitive, what is
potentially subject to misinterpretation, and what justifies his/her treatment plan, places the psychologist in

an optimal position to determine what is the minimum necessary information actually needed by the insurer.

The ability of the health professional to exert control over the record is critical to enable a balance between
the need for information disclosure and confidentiality. Any system allowing third party payors unfettered
access to mental health information in the NHIN would remove that control and create grave privacy

concerns.

C. Access by Law Enforcement. A final concern in this area is whether the NHIN would be made available

for law enforcement. Generally, we believe that law enforcement access to patient records should be limited
to the absolute minimum disclosure and use necessary in the interest of justice. If the NHIN would be open
to such purposes, what type of legal safeguards would protect patients from unreasonable privacy
intrusions? We would suggest that the disclosure of mental health records for the purposes of investigations
regarding victims of crime or abuse only be permitted based on some form of judicial review — warrant,
subpoena, court order, etc. If patients are concerned that their information is subject to government access
without due process, they may be discouraged from participating in the NHIN or from seeking necessary

treatment.
IV. Questions Regarding Regulatory Scheme and Patient Participation

A number of questions are raised with the prospect of regulating a system based on the NHIN. Would the
NHIN be subject to and governed by the HIPAA Privacy Rule? If so, what role would state privacy laws play —
assuming that the NHIN would be a national and/or federal network? Given that the Privacy Rule was only
meant to set a federal floor, we believe it would be critical that stronger state protections (e.g., on patient
consent, authorization and access) still apply to NHIN so that implementing NHIN did not result in

substantial lowering of patient protection.

If the Privacy Rule were to govern use and disclosure of patient information in the NHIN, it will be importan
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drafted. For example, if the NHIN shifts control over access to records away from the mental health
professional, it would be necessary to reconsider the adequacy and applicability of the Privacy Rule’s current

mechanisms for controlling disclosure.

Another critical area of uncertainty concerns the threshold question of what choice patients would have as
to whether their records would be included in the NHIN. Would their participation in NHIN be voluntary?

What, if any, aspects of the NHIN will be mandatory?

In order to make such consent meaningful, patients should be advised of the potential uses of their records,
by whom and for what purposes, along with the benefits of participating in the NHIN. This might be provided
in a HIPAA-type privacy notice (whether or not the Privacy Rule were to apply to the NHIN).

Finally, once a patient consented to have his/her records in the NHIN, would there be some uses of those

records that would require additional authorization from the patient?

For example, while most patients would want their records available to health care professionals who are
treating them, they might feel quite different about giving such access to insurance companies. This might
be another area where the new privacy concerns posed by the NHIN would justify making certain aspects of
the Privacy Rule more stringent as applied to the NHIN. It might make sense to require that the patient gave
a HIPAA-type authorization before access to their records was granted to an insurance company (if insurers
were to be allowed access at all). Alternatively, patients upon “joining” the NHIN, could select what uses

would only be allowed with their authorization.
V. Conclusion and Recommendations

The APA recognizes that this hearing is a beginning point toward developing a NHIN that will balance the
ability to access health records with the need for privacy and confidentiality of records. We urge the

Subcommittee to adopt the following recommendations relevant to mental health:

o Exclude from the NHIN, or place specific limitations on access to, psychotherapy notes and psychological
test materials and raw data.

» Recognize and maintain the important role that the licensed mental health professional plays in
determining what is appropriate access to mental health records by insurers, patients and others.

¢ Promote the integration of physical and mental health information but do so in a cautious manner that
preserves the high level of confidentiality of mental health records, for example by creating a two-tier

system where mental health records would be subject to more limited access.

We would appreciate the opportunity to work further with NCVHS and the Department of Health and Human

Services to give additional input and suggestions on the NHIN as its development progresses.
Respectfully submitted,
/s/

Russ Newman, Ph.D., J.D.,
Executive Director for Professional Practice
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DR. HYMAN: Thank you all for comng to the
Joint Hearing sponsored by the Federal Trade Conm ssion
and the Departnent of Justice on Health care and
Conpetition Law and Policy. |'m David Hyman, Speci al
Counsel here at the Federal Trade Conmm ssion. This is
the latest in a series of hearings that we conmenced in
February, 2003 totaling approxi mtely 30 days of hearings
that are a broad exam nation of the performance of the
heal th care market pl ace.

Today, we take up the subject of market entry,
and we have a very distinguished panel to address that
subject. W also have a distingui shed speaker who is
speaki ng about a subject that's related to, but distinct
from that. W're sort of subject to people' s schedul es
interms of when we include them So let ne -- we have a
bi o- book outside that contains the details of everyone
who wi Il be speaking today. So our rule is very short
introductions. Let ne go through those now, and then
"1l have a couple of quick remarks about the way the
rest of the norning is going to work.

Qur first speaker is Professor Robin WIson,
who is an Associate Professor at the University of South
Carol i na School of Law and a staff nenber at the South

Carolina Center for Bioethics and Hunanities. The next
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speaker, who will actually be participating by
tel econference because of his scheduling problens, is
Professor Morris Kleiner, who is a Professor of Public
Affairs and Industrial Relations at the University of
M nnesota. Those of you who are here in the roomcan see
that we're going fromyour left to your right in terns of
order of the speakers.

The next speaker will be Tom Pi per,
representing the Anerican Health Pl anni ng Associ ati on.
He has extensive experience in Health Planning Regul ation
Devel opnent. Following himw |l be Tamm Byrd, who is
President-el ect of the American Dental Hygi eni st
Associ ati on.

The next speaker will be Lynne Loeffler, who is
a nmenber of the American College of Nurse Mdw ves and a
practicing mdw fe for 18 years. Then John Hennessy,
Executive Director of Kansas City Cancer Centers.
Followng himw |l be Megan Price, who is the Director
for Contracts and Conmuni cations for Professional Nurses
Services in Vernont.

Then batting cl eanup, Susan Apold, who is the
President of the Anerican College of Nurse Practitioners
representing approxi mately 44,000 Nurse Practitioners
nationally. She is also the Dean of Nursing at the

Col | ege of Mount St. Vincent in New York.
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So we'll go through each of those speakers.

We' || make presentations fromup here, and then, because
of the way the Power Point is projected, nobody wll be
sitting up at the front until the very end. Wereas,
time allows, then speakers adhering to their tinme limts
allows, we will have tinme for a short roundtable

di scussion involving all of the participants.

Wth respect to tinme, Cecile over there on the
table will be flashing you notes periodically to let you
know how nmuch tine you have, so | would appreciate it if
you woul d do that, adhere to your tine l[imts. People
will be listening in by telephone. This is also taped,
for those of you who want to see yourself nenorialized.
You can give themas Christmas presents and the |ike.

Two | ast comments for those attending, which
is, first of all, if you could turn off your cell phones.
It's quite disconcerting when you' re nmaking a brilliant
poi nt and suddenly it starts playing Jingle Bells in the
background. And second, sinply so everyone knows, the
noderated roundtable at the end is [imted participation
to those who have spoken. It is not an open forum So
al t hough we appreciate your attending and encourage you
to submt coments for the record, either based on |arger
i ssues or on sonething you hear today, it's not an open
m ke.
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So wth all of that, let ne introduce Professor
Robin Wl son to speak about unauthorized practi ce.

M5. WLSON: | want to begin this norning by
t hanki ng the Federal Trade Conm ssion and the Departnent
of Justice for holding these hearings. And | wanted to
t hank, in particular, the Special Counsel for bringing
scrutiny and attention to a disturbing practice world
wi de of using patients for teaching purposes in hospital
wi t hout their know edge or consent.

And | want to focus by talk this norning on two
such practices; the use of wonen under anesthesia
awai ting surgery to teach pelvic exam nations, and the
use of deceased patients in the emergency room after
their dem se to teach resuscitation techni ques w thout
the famly's or the patient's consent.

| want to start by | ooking at pelvic exans
first. And here we have sonme good statistical data from
earlier this year denonstrating that this practice
persists. This is a study published in February by Ubel,
Jepson, and Silver-Isenstadt reported in the American
Journal of OB-GYN. And what it shows is the result of a
smal | study surveying students at five Phil adel phia
medi cal schools in 1995 who had conpl eted OB- GYN
rotations. They found that 90 percent, shown in yell ow,

had done exans on wonen under anesthesi a.
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Now in ternms of consent it's difficult fromthe
study to know exactly what was told to these wonen. And
this is so because the study did not ask the students
specifically within the study precisely what consent was
there for the exam And sonetines it's difficult for
students to know what types of consent were given because
they may not have been present at the tinme that it was
gi ven.

But the virtue of this study is that it follows
on the heal s of another study out of Geat Britain which
was published in the British Medical Journal in January.
That study actually linked the practice together with
consent. As you see, 53 percent of the students at a
singl e nmedi cal school in England reported that they had
performed an intimate exam pelvic or rectal on a patient
who was sedated or anesthetized at the tinme, while they
were getting their undergraduate nedi cal degree.

In terms of consent, and that's shown in blue
by the way, in terns of consent you'll see that one
guarter of the exans the students attested to the fact
that there was no verbal or witten consent for the exam
Anot her quarter of the exans there was consent witten
and then the remai ning amount we just don't know. Now by
t he way, these students did not perform an insubstanti al

nunber of exanms. The three classes of students that they
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surveyed perforned nore than 700 exans conbi ned and |
t hought that was significant.

Now we know that the use of wonen is neither an
i solated nor a localized practice. So what |I'mgoing to
wal k you through is three decades of studies that show
that this has happened for a very long tine across
countries.

We know, for exanple, this is a study in 1988
by Cohen of nedical schools in the United Kingdom It
found that 46 percent of British nmedical schools, shown
in yellow used unconscious wonen to teach pelvic exans
to nedical students for their first tine, i.e., the first
pel vic they ever did. A 1985 study, which was done by
Beckmann in the U S. and of Canadi an school s asked about
a variety of teaching techniques. It found that 23
percent, on the |efthand blue bar, of U S. and Canadi an
school s reported using anesthetized patients during the
initial pelvic examin 1985. That nunber by 1992, you'l
see, actually rose significantly.

Finally, a study by Cohen which was done,
believe, in 1989, of all U S. nedical schools found a
slightly | ower anmount, ten percent of U S. nedical
school s using wonen to teach first time pelvics. O
course, these studies say nothing about what's happening

in the third and fourth years when students are actually
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in the wards and getting sone hands on training. That's
why Ubel studies and Col dicott studies are so significant
because they tell us that these practices persist into
the third and fourth year

Many commentators, in fact, note that using
anest heti zed patients before surgery is sonething that
"has been long practiced.” And the Anerican Col | ege of
OB- GYN acknowl edged the practice in a letter to the
US.C Center for Bioethics, a colleague that | serve
with there. Although they claimthat the practice is
"becom ng | ess comon.” And that letter is dated in
January of 2002.

O course, the lingering question, obviously,
is exactly what consent was there for these things. Only
Col di cott studies of the ones |I've showed you
definitively answers that question. And yet we have a | ot
and we know a | ot about how students are practicing
generally and what is disclosed to patients about general
student practice.

For exanple, one study reported that only 37.5
percent of responding teaching hospitals infornmed
patients that students would be involved in their care.
Now, of course, inform ng sonmeone and asking are two
different things. But only a third, roughly a third, were

informng patients at that tinme. But | think what's
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really significant is what students and practicing
physi cians actually tell patients when they goin wth a
student. And what we see, and I'll show you sone data
about this, is that they routinely fail to inform
patients about the students' status as a student and
sonmetinmes Ubel clains that they may even affirmatively
deceive patients, and I'lIl wal k you through sone of the
data that shows that.

Thus, for exanple, this is a study by Cohen in
1987 that found that only a fraction of internal nedicine
departnents and pediatric departnents, 6.1 and 4.9 shown
in blue, specifically informthe patient that a student
will be performng a particular procedure while 65 to 73
percent of those departnents did not, shown in yellow

Li kew se, Ubel found that while 70 percent of
OB- GYN departnents did informa patient that a student
was on the care team which isn't shown here, nore than
hal f or about half, excuse nme, about half shown in the
third yellow bar, of U S. students hid their status or
were not forthcom ng about it when they actually wal ked
into do a pelvic.

Now t hat's not surprising, because 5 percent of
OB- GYN chairs actually tell students to walk in,
i ntroduce thensel ves as a doctor and get on with it. But

perhaps nost revealing is this study by Beatty and Lew s.
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There, every nedical student had been introduced as a
doctor at sonme point, shown in red, by a nenber of the
nmedi cal staff or the hospital staff. Yet only 42 percent
of them ever bothered to correct that m sinpression shown
in white.

Now we have even better studies regarding the
I i nkage between practice and consent in the context of
deceased patients and I'lIl wal k you through those now.
This is a study that was done by Burns. It's an
anonynous survey of directors of U. S. training prograns
in energency nedical and critical care. He found that 63
percent of energency nedical care units or prograns,
shown in blue, use newy deceased patients to teach
resuscitation techniques.

Fifty-eight percent, shown in red, of neonatal
critical care units did the same thing. N nety percent
of those prograns obtai ned no consent, oral or witten,
which is shown in white.

And then we have the study by Denny, which was
done of all teaching hospitals in a nedium sized Canadi an
city. He found that 27 percent of the teachers, shown in
bl ue, had students practice intubation on the recently
dead. Thirteen percent had |earners practice
pericardi ocentesis. |'mnot a physician, but I'mtold

that that neans passing a needle into the heart sac to
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remove fluid. So they were practicing that on deceased
patients. And then regarding consent in that study they
found that in no case, 100 percent of the cases, there
was no consent.

Now Fourre studied directors of accredited
energency nedi cal prograns. Forty-seven percent
i ndi cated that procedures were perfornmed on the recently
dead for teaching purposes as opposed to the patient's
pur poses or benefit. Seventy-six percent in that study
said they "al nost never" received consent fromfamly
menbers.

Now this track record has i medi ate
inplications for any person who wants to enforce her
autonony rights by bringing an i nforned consent or even a
battery claim But I'mgoing to tal k about inforned
consent first. There are several standards that define
what has to be told under the infornmed consent claim
And the majority standard in the United States is the
prof essional standard. |In other words, physicians have
to di scl ose what ot her reasonabl e physicians would
di scl ose.

And t hese nunbers suggest that it's a common
practice not to disclose, not to specifically inform
pati ents and secure their consent before proceeding. And

that's going to make it difficult for any person who even
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di scovers this, that's another big question, but any
person who even discovers it to succeed on this sort of
claim This is why | believe that not only has nedical
practice |l et down the public, but the | aw has | et down
the public too, and I will talk about that nore at the
end of ny tal k.

So where are we? Well, we have a w despread
practice, over several decades, of doing educational as
opposed to nedi cally needed and indi cated exans on
anest heti zed and deceased patients often w thout consent,
often wi thout anything on the general adm ssion form
often wi thout specific consent, anything on the general
adm ssion formor surgical form-- 1'Il come back to that
and explain why | believe that's the case -- often
wi t hout the patient's know edge.

Now | want to focus the remainder of ny talk on
anest heti zed patients because the sane justifications run
t hrough why teaching hospitals should be, in their m nds,
able to do this on wonmen under anesthesia, as run through
their discussions of why they should be able to use
deceased persons. So |I'mjust going to focus on
anest heti zed wonen.

Now there are two principal ways in which exans
under anesthesia or EUA's are actually done. The first

is what I'Il call the vendi ng machi ne nodel. And |
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actually take this froma narrative published by a Duke
Uni versity Professor of a nedical student's account. And
t he medi cal student described it as this: all these
nmedi cal students parading in, each to take their turn,
you know. Like going to a vending machi ne and wal ki ng
by. Only it's not a vending machine, it's a woman's
vagi na and you're each taking your turn wal king by and
sticking your hand in. In this situation students claim
it is not uncommon for five or six people to do a pelvic
on that wonan.

Now t he second nodel is, | hope, the nore
prevalent one. In this nodel a student is a menber of
the care teamand so it perfornms a pelvic for |earning
purposes prior to the patient's surgery. Later in ny
talk I want to test the intuition that many teaching
faculty have that the care team nodel is defensible and
justifiable even if the vending machi ne nodel is not.

But for the nonent, it's inportant to note that virtually
every comentator who wites about these practices
believes that they're extrenely risky in terns of

| awsui t s.

For exanpl e, Cohen sees clear violations of
patient rights under the accreditation standards. He
sees battery and he sees a breech in the duty of inforned

consent. I|I'mnot so sure, as | said a nonent ago, that

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

17
there are clearly actionable clainms of informed consent
and battery here, and I'lI|l explain that later. But for
the monent, let's assune there are. The hard questi on,
it seenms to me then, is howis it that this can continue
decade after decade after decade.

And certainly, | think, culture plays a role
here. You know, physicians acquire know edge by
experience, hence the phrase, see one, do one, teach one.
But there's also a whatever-it-takes ethic because they
feel so pressured with so nmuch com ng down on them so
quickly. It's not surprising then that a spokesman for
t he Royal College of OB-GYN in Geat Britain |abeled
concerns over this practice as snide, sexual innuendo and
academ c nit pi cki ng.

But beyond cul ture, however, teaching faculty
articul ate several justifications and | want to actually
test these today because | think it's inportant to
understand where they're comng fromif you want to
change mnds and ultimtely to change behavi or.

Now the first is an argunent from necessity
whi ch essentially holds that we can't ask you because if
we ask you, you won't consent. The second is a claimof
inmplied consent. In other words, patients that conme to a
t eachi ng hospital know what they're getting into and

therefore, have signed up to be, as | say, "practice
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dummies.” Third, there's a belief that teaching pelvics
under anesthesia is the best way. |In fact, one physician
inthe literature said, the only way to teach a pelvic.

And then running through all of this is
m sinformati on and fear about the notivations of patients
as well as the capacity of nedical students to perform
And as the next slide shows, students wildly overestimte
t heir perceived i nconpetence.

What |'mgoing to show you is a study by
Magrane and you'll see that the scoring on the bottom or
around the side is, the best scores are the | owest and
t he hi ghest scores are the worst. And she asked students
torate their ability to do certain types of things.
You' Il see that their capacity in their mnd of doing
physi cal exanms and vagi nal exans were not rated very
wel | . But when she asked patients to rate them we see
the patients gave these sane students much, much nore
favorabl e scores.

In fact, which nmakes us believe that perhaps a
| ot of people have bl own out of proportion the Iikelihood
of being rejected if they ask. In fact, we know t hat
fears of refusal are m splaced because study after study
shows that wonen will consent to pelvic exans by students
for the student's education as opposed to their benefit.

On the likelihood of consent, for exanple, we have two
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different sets of studies.

|"mgoing to start first wwth the studies that
| ook at wonmen who are in out-patient settings. Looking
first at the out-patient settings, two studies in the
Uni ted Kingdom found identical nunbers of wonen wlling
to have a pelvic exam by a nedical student with nearly
hal f, shown in yellow, willing to have the student do a
pel vic exam for educational purposes. These were actual
wonen gi ving actual consent to actual students; not a
hypot heti cal st udy.

Now we al so have hypot hetical studies, |ike
this one done by Ubel. He reported in 1990 that 61
percent of students would definitely allow, probably
allow, or were unsure, that that's the rust col ored bar,
whet her they would all ow a pel vic exam whil e being cared
for as an out-patient. Now Ubel published only the would
obj ect statistics, but |I've approached himand asked him
to help ne break down those other data better so we can
parse out how many people definitely would allow it and
how many peopl e were unsure.

Then we had a second set of studies that deals
with wonmen prior to surgery. Again, | want to go back to
Lawton. He found that 85 percent of women before surgery
said yes to a pelvic, an actual pelvic, for educational

pur poses by an actual student. And then in a slightly
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di fferent approach, we have, Ubel found in a hypothetical
study that nore than half were willing to consent or were
unsure.

In fact, we know that patients will consent
even to risky procedures. This is a study by Grasby in
Australia. She asked wonen if they would | et people
participate in their childbirth and 62 percent said they
woul d. But what's really interesting is how that 62
percent breaks down. Two percent of the patients, shown
in blue, would allow a nedical student to participate in
an instrumental delivery, hold the forceps. Nine percent
in a Csection. Twenty-five percent, shown in rust, in a
normal delivery.

But what's nost significant is that remaining
group, the biggest group, would allow students to
participate in any way w thout nmaking any limtation on
how they participated. And so we won't see nedi cal
education on the OB-GYN wards grind to a halt sinply
because we ask wonen.

Way do patients consent? They consent because
they see a benefit to thenselves. |'mgoing to show you
this very quickly across six studies. The blue bars are
t he nunbers of wonen who believe that there's a benefit
to thenselves in having a student involved. And two of

t hose studi es saw surprisingly high nunbers of wonen
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willing to have students included. Wy? Because they
t hought the students woul d be nore eager, would be nore
willing to answer their questions, would spend | onger
time with them

But not only is that selfish notive there, but
there's a significant streak of altruismas well. This
was a study of wonen, pregnant wonen, who gave consent to
the participation in their childbirth. And of those who
consented, the study asked what's the single nost
i nportant reason and you'll see that the wsh to
contribute to nedical education was that, the single nost
i mportant reason for the wonen in this study.

Now contrast this again with student
perceptions. Only 40 percent of the students, shown in
yel | ow, thought that was what was notivating those wonen.
And again, it's this disconnect that seens to be driving
the justification that we can't ask you because if we ask
you, you won't consent. And in the end, that's sinply
i naccur at e.

| want to start on ny second justification and
that is the idea that patients have inplicitly consented
to bei ng nedical guinea pigs by accepting care at a
teaching facility. And this again, sinply does not stack
up factually. Wat |I'm showi ng you here is a study by

King of elderly patients who were actually admtted to a
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teaching facility. She found that 60 percent had no idea
that they were in a teaching hospital or even what one
was.

Now this has, again, imediate inplications for
a breach of the duty of infornmed consent claim One
exception to the duty holds that providers need not
di scl ose those risks of which people have conmon or
actual know edge. In other words, we don't tell people
to tell you what you already know. But here, the fact
that 60 percent of these patients had no clue that they
were in a teaching hospital seenms to undercut any claim
of a common know edge or actual know edge exception by
the hospital to that duty, if you could bring this type
of claim

But beyond the factual problemthere are other
problenms with this claimtoo. First, many patients do
not choose to be admtted to a teaching hospital, they're
taken there in an energency. O they choose that
hospital because it's the best reinbursenent rate on
their plan. O they're loyal to their physician and
they're sinply follow ng their doctor to whatever staff
t hat they have nedical admtting privileges to, whatever
hospital they have their privileges to.

And with the rise of teaching comunity

hospitals, which are not proximate and | ocated next to a
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uni versity and do not have university in the logo or the
sign, the claimthat people would obviously know t hat
sonmething is a teaching hospital, | think, does not have
the force that it would have had in 1950. The health
care mar ket pl ace has changed.

Now nore problematic is the fact that we rarely
presune consent. And when we presunme consent we do it
only in those circunstances where we think people wll
not care. For exanple, nedical exam ners routinely
remove corneas from deceased persons w thout the patient
or the famly's know edge or consent. Why? Because we
t hi nk nobody will mss themand we think the cost of
asking is sinply too high. But here people care, and
t hey care very deeply.

This is a study that shows, these are studies,
excuse me, but Magrane and Lawt on of pel vic exam nations
under anesthesia that found that all patients, the first
two, all patients wanted to know that a pelvic was going
to be done on them |In the next study, which I've shown
you, this is a study of first time spinal taps being done
on conscious patients. Many of them consented to first
time spinal taps, but 85 percent of them or |I'msorry,
80 percent of themwanted to know that a nedical student
was doing it for the medical student's first tinme. So

they want to retain the right to know
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And in a slightly different approach, Ubel
asked how nuch inportance they placed on bei ng asked.

And out of a possible five points with five being the

hi ghest score, patients gave an inportance rating to
bei ng asked about pelvic of a 4.5. |In fact, that was the
hi ghest inportance rating received in that study for any
guestion. Suggesting, as Ubel concluded there, "patients
pl ace great inportance on being asked perm ssion.”

Now the third justification, as | said, is that
pel vi cs done under anesthesia are the nost effective or
i ndeed the only way to teach a pelvic. Wat |'m show ng
you here is a study by Beckmann showi ng that there are
all these other nethods for teaching first time pelvics
too. So I'mgoing to make a distinction first between
normal anatony and then abnornmal anatomy. You can see
there's AV, Lecture, Teaching Associ ates; Gynecol ogi cal
Teachi ng Associ ates are wonen who are paid to all ow
people to do pelvic exans on themfor a certain fee.
kay? So we have all of these.

Now it can't be the case that exans done under
anest hesia, which are shown in yellow, are the only
effective nethod because teaching faculty have rated
these for effectiveness in the sanme study and you can see
that a nunber of things were rated just as effective as

exans under anest hesi a.
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Now ny nedi cal school colleagues say, when
bring this up, that for teaching abnormal anatony
however, exams under anesthesia are essential. And |
respond to themthat perhaps, you know, you're going to
have enough patients in the course of things that wll
consent that certainly you can do it ever by asking
specific perm ssion beforehand. And they respond to ne
that the supply and demand argunent is overly sinplistic.
I nstead they argue that teaching in real tinme is
difficult since they want to expose students to as much
as they can in a few weeks.

And there may be sone nerit to this. For
exanpl e, we see sonething of a gray hair phenonenon,
meani ng that people are nore willing to consent to
residents who are nore established and nore experienced
physi cians than they are to interns, who are first year
docs, than they are to students.

So | don't doubt that things may be harder. 1In
fact, we know the willingness to participate drops off as
t he exam becones nore internal and nore invasive. So it
is possible that we will have a hardship in certain types
of disciplines; internal nedicine or OB-GYN, for exanple.
And I'mnot trying to mnimze that; | recognize that.

Finally, we know that nunmbers matter a great

deal. Magrane asked wonen who were admitted for
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childbirth how the nunber of students who participated
woul d affect their willingness. She first asked about
non-vagi nal exans and then she asked about vagi nal exans.
You can see for the non-vagi nal exam 12 percent said that
nore than two students woul d be okay, i.e., the vending
machi ne nodel. But 84 percent would cap it at two
students, which | ooks nore |ike the care team nodel
shown in yellow. But for the vaginal examfully 100
percent of the women in that study wanted to limt the
participation to a single student suggesting that
patients buy into the care team nodel just as teaching
faculty do.

Now, |'m not so convinced that these two nodels
are so different. It seens to ne that the key question
i s whether the student's exam woul d have been perforned
but for the fact that the surgeon or the supervising
physician is a nmenber of a nedical school teaching
faculty. Wth the vending machine nodel it's probably
not the case that a half dozen students woul d have done
t hat exam wi t hout her know edge or consent if she had
been admtted, for exanple, to a non-teaching hospital or
i f her physician had not been a nenber of a teaching
facul ty.

But this also may be true of the care team

nmodel . Consider two scenarios; a woman is adnmitted for
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surgery. The surgeon cones in and reconfirns the pelvic
that led himto whatever the surgery is for and then a
student repeats that exam That second exam woul d not
have been done but for the fact that the supervising
physician is a nmenber of the teaching faculty. So we
have a duplicate that we have to explain and for which,
bel i eve, we have to have consent.

And then simlarly if the physician just
yielded to the student and |let the student do that exam
t he student then has received a reconfirmng di agnosis or
pelvic that is of a different character. 1 don't want to
say worse necessarily. Sone of the literature thinks
that students can actually pick up things that nore
est abl i shed physicians can't because the established
physi ci ans have been at it so |ong.

Now this raises an interesting question of
whet her or not the adm ssion has actually authorized
things that are done for the educational benefit of the
student as opposed to the nedically needed services of
the patient. So I give you a typical consent form here
and |'ve collected many of these from hospitals around
the country. "I, the undersigned, agree and gi ve consent
to teaching hospitals, its enployees, agents, the
treating physician, his or her partners/consultants,

medi cal residents, house staff and other agents, to
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di agnose/treat the patient named on this consent.” Now
t hat authorizes first and forenost only those things that
are done for the patient's benefit, as opposed to those
things that are done for the student's education. Which
brings us back to the before test that | just wal ked you
t hr ough.

But it's also a real question about whether or
not medi cal student is even contained under any of these
categories. Health staff is a termof art. Stedman
defines it, which is a nedical dictionary, as to nean
residents or interns and nedical students are neither.
Enpl oyee is difficult because nedical students aren't
enpl oyees so you can't wedge them under that headi ng.

And agents is difficult for a variety of
techni cal reasons dealing with the accreditation
standards, but the way | read those things is to say
agents of the hospital are only those people who have
clinical privileges at the hospital, have been through
credentialing and area |licensed or certified under state
| aw, whi chever state law requires. So | have great
doubts whet her they cone under the heading of agent.

In closing, I'"mgoing to spend one nonment on
i nformed consent and make a coupl e of observations that
|"ve already sort of touched upon. The inportant point

about informed consent and battery and other tort clains
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is that they're not self-executing. They do you no good
unl ess you know about them and you can't bring them
unl ess you know. And here we're taking people who are in
the worst possible position to know, they are dead or
they are anesthetized and we are using themw thout their
perm ssion in sone instances.

There's another problemtoo technically with
this claimand that's that sonme jurisdictions limt what
gets disclosed only to risks of the procedure and
"characteristics of the provider are not enconpassed in
t hat disclosure duty.” So for exanple, if your
provider's an al coholic there are courts that say that
t hat doesn't have to be disclosed to you. Conceivably,
medi cal student status may not have to be discl osed
either in jurisdictions like that.

And then finally, persons are going to have
difficulty showi ng the causation prong. Causation for an
i nfornmed consent cl ai mneans that you would, if you had
known about the pelvic exam for educational purposes you
woul d not have had the surgery. Well, if you're having
the surgery to renove a cancer, the |ikelihood of you
maki ng the causation prong is very, very slim And so
for those reasons people will have a great difficulty
Wi nning on that claim

Finally, I want to spend a nonent on
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accreditation standards because |ike the clainms about
torts, accreditation standards, people assune, have been
violated here. And what |'ve found in ny research is
that there seens to be something falling through the
cracks. And | think that's because we have nore than one
accrediting body that could have weighed in. And
frequently when you have nore than one person the other
assunes the other is doing it.

The LCVE, which accredits undergraduate nedical
education, sinply asks that informed consent, for its
teaching hospitals, a duty to cover inforned consent be
pl aced sonewhere in a hospital affiliation agreement. |If
the hospital takes it on, then they say fine, they are
satisfied. Wen you get to the hospital side that
actually | ooked promsing to me when | first | ooked into
this because there are patient rights chapters that give
patients the rights to know the qualities and credentials
of their providers.

But in dialogs with people at the Joint
Comm ssion | discovered it may not yet be an inforned
consent violation though because the standard or the
yardstick for gauging conpliance is whether or not the
hospital conplied with its owm policy. |If the hospital's
own policy doesn't require that it docunent specific

consent, the woman's perm ssion, then they haven't
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violated. And that brings you back again, to how would
this ever get on the Joint Conm ssion's radar screen
because these wonen don't know and deceased patients and
their famlies don't know.

In closing, my last point is just to say that I
t hi nk these "paper fixes" that have been used to this
poi nt have been done in isolation. | applaud those
groups |ike ACOZ Anerican Coll ege of Obstetrics and
Gynecol ogy) that have actually issued statenents about
this, but they're one tiny slice of the health care
i ndustry and what we need is a system c approach that
goes across the entire systemwhere we get reasonable
peopl e around the table to tal k about why this is so
difficult to acconplish. 1've actually put together a
wor ki ng group to forma task force to ook at this
guestion. | hope that we can all cone together and talk
about how we can have a nore effective sol ution.

And then finally, in the conference i mediately
following this I can spend a few m nutes tal king about
some things that wonen can do in the way of self help in
terns of avoiding this when they're admtted to a
hospital. Thank you very nuch

(Appl ause.)

MR. KLEINER. Hello, this is Mrris Kleiner,

and |'ve arrived for my presentation.
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DR. HYMAN: Hold on one second, Mirris. Let ne
get your Power Point slides up. Professor Wlson will be
hol di ng a press conference i nmmedi ately next door in Room
C and her remarks, just so everybody's clear, are part of
our discussion of quality and consuner information issues
focusi ng on physicians. And now, through the mracles of
t echnol ogy, Professor Kleiner is going to speak about
occupational licensing and I'Il advance the slides.

MR. KLEINER: Well, thank you, David.

DR. HYMAN. You can go ahead, Morris.

MR. KLEINER  Ckay. Thank you, first of all,
for the opportunity to address the hearing. [|'m
delighted that the Federal Trade Conmm ssion and the
Justice Departnent are now interested again in
occupational licensing. It was sone 25 years ago when
was working with the Departnent of Labor that there were
many hearings and papers that were witten on
occupational licensing. And even though the issue has
continued to be an inportant one, there's been relatively
little research in conparison to other areas on the role
of occupational |icensing.

And what |'mgoing to be discussing is really
the grom h of occupational |icensing and tal k about sone
of the concepts or ways of thinking about who gains and

who | oses fromthe process, then providing sone enpirical
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evidence fromthe academc literature dealing with
licensing and health services. And then finally,

di scussing sone of the issues with respect to questions
that policy nmakers, especially at the state and | ocal

| evel s, should ask as occupations cone before themin
order to increase licensing standards, or in ternms of
dealing with new occupations that seek to becone
licensed. So that will be ny presentation and | want to
thank David for working with me in presenting sone of the
data that 1'mgoing to be presenting.

So | assume you know what | |ook Iike and
nmoving on to slide two on occupational regulation.
During the past 60 years there's been a significant
increase in the nunber of occupations that are |icensed.
Slide nunber two on occupational regulations shows a
typical state, fromny home state of Mnnesota, really
showi ng the growth of occupational licensing. 1In the
US. there's, there are now nore than 800 occupations
that are licensed in at | east one state and about 18
percent of the work force requires a license in order to
legally do certain types of work.

To illustrate the inportance of the issue a
hi gher percentage of workers are |licensed and belong to a
union or are directly inpacted by the federal m ninmum

wage. In ternms of what |icensing does, licensing is

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

34
defined as a process where entry into an occupation
requires the perm ssion of governnment and the state
requi res sone denonstration of a m ni num degree of
conpetency. GCenerally, nmenbers of the occupation
dom nate the licensing board. The agency is usually
sel f-supporting through the collection of fees and the
regi stration charges frompersons in the |icensed
occupati ons.

In many states, provisions are established that
require a licensed practitioner be present when a service
is provided or when a product is dispensed. For exanple,
in sone states opticians nust be present when contact
| enses are dispensed. QO her states prohibit, for
exanple, the electronic prescription of certain types of
drugs or services.

In contrast, an alternative to licensing is
certification. And that permts any person to perform
the rel evant tasks but the governnment admnisters an
exam nation and certifies those who passed and the | evel
of skill or know edge required. Consuners of the product
or service can then choose whether to hire a certified
wor ker. For exanple, travel agents and nechanics are
generally certified by not licensed. |In the case of
licensing, and this is the inportant point, is that it's

illegal for anyone without a license to performa task.
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Now, what 1'd like to do is briefly discuss
some of the conceptual issues in terns of licensing. And
in the next slide, which is slide nunber three, entitled
| npact of Tougher Licensing Standards, this is a figure
devel oped a nunber of years ago by a researcher at the
Center for Naval Analysis, Arlene Holen. And in this
figure she shows the potential benefits of licensing, if
licensing serves to preclude | ess conpetent individuals
fromentering the occupation. |In this figure, as nore
individuals are elimnated fromentering the occupation,
assum ng sort of a normal distribution of quality, the
quality of those people who are in the occupation goes
up. And this assunes sort of a static nunber of persons
in the occupation and that the quality of persons in the
occupation follows this normal distribution.

The inplications for health care are that if
t he nunber of individuals can be limted to the nost able
then the average quality noves to the right fromB to A
and the average quality of individuals who provide the
service can be increased.

In the next slide, |I sort of take this figure,
the followng figure called The Net Effect of
Cccupational Licensing. | sort of take slide two and
trace through sonme of the potential benefits and costs of

occupational licensing. Now, the argunent assunes that
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the inmpact of regulation on the quality of service that's
provided to consunmers. And this figure provides a way of
exam ning the inpact on the demand for and the quality of
servi ces.

The figure traces through |icensing inpact on
the demand for regul ated services as well as how nore
i ntense regul ati on can have both a positive or a negative
effect on the final services to the patient. 1In the
first box at the left of the figure, |icensing through
state statutes, initial entry requirenents and standards
for individuals to nove fromone state to anot her may
serve to restrict the nunber of individuals in the
occupation. These requirenents include residency
requirenents, letters fromcurrent practitioners
regardi ng i ssues such as good noral character,
citizenship and the general and specific |evels of
education of the practitioner.

Beyond statutory requirenent, states and | ocal
governnments al so change pass rights to match rel ative
supply and demand conditions for the service. For
exanpl e, when there's perceived to be an oversupply in
t he occupation the regulatory board can raise the test
scores required to pass the exam

The second box shows that one of the

consequences of regulatory practices is a reduction in
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the flow of new persons into the occupation. Now this
can have two potential effects. This sort of is the old
Harry Truman statenent of when he was tal king and want ed
an econom st, he wanted an econom st who woul dn't say
just on the one hand and on the other, but wanted a one-
handed econom st who would give himan answer. But |'m
sort of going to tell you both the pluses and the
m nuses.

In the upper box, prices rise as a result of
the decline in the nunber of practitioners as
practitioners are able to increase prices. In the |ower
box, the quality of services provided increases as fewer
| ess conpetent providers of this service are not all owed
to enter the market; this raises the average | evel of
service in the occupation. Therefore, the level of
service quality as a consequence of regulation is
uncertain, as the last box to the right, where the net
effect of, net effects of prices rise, the positive
effects of service quality, each may have either a
positive or negative effect on the neasured quality of
servi ce provided.

As with any production relationship, other
factors, such as capital, technology may al so contribute
to the overall quality of service provided. An exanple

of this mght be dentistry, an especially highly
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regul ated occupation that requires varying state
requirenents. To illustrate, the quality of a dental
visit would be negatively related to the pass rate in a
state assumng tine and effort spent wth each patient
remains the sanme. This would occur because either |ow
qual ity candi dates woul d be rejected by a state or
i ndi vidual s woul d i ncur additional occupation specific
training in order to pass the exam

In contrast, increases in the pass rate would
enhance access to dental services. Consequently, this
out cone woul d provide greater access as nore dentists are
avai lable in the state, which would reduce the noney
price of a dental visit and office waiting tinme to see a
dentist, as well as travel tinme. Therefore, this would
be included in the inplicit or full price of a dental
visit. Overall dental outputs would be a function of
both the quality of a dental visit as well as access to
care.

Now, that's sort of the issue of how one m ght
think of the role of regulation on net quality to
consunmers. Now there's been a fair anount of research
exam ning these conceptual issues. And in the follow ng
table entitled table five, or slide five entitled,
Studi es on Costs and Benefits of Licensing. In this |

give information on studies that, first of all, discuss
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the costs initially to consunmers of different types of
occupational licensing requirenents.

One that was done a nunber of years ago at the
Federal Trade Conmm ssion shows, the upper portion of the
tabl e shows the cost of licensing to consuners and
practitioners of varying regulatory practices that are
associated with Iicensing.

For exanpl e, the average cost of an eye exam
and eye gl ass prescriptions is 35 percent higher in
cities with restrictive commercial practices for
optonetrists. Also, 11 of 12 conmon dental procedures
are nore expensive in states with nore restrictive
i censing procedures. The costs of licensing to
practitioners generally involve reductions in the ability
to move fromone political jurisdiction to another. For
exanple, nobility for persons in health related
occupations is significantly reduced in states with
t ougher standards.

The bottom section of the table shows estinates
of the potential benefits, in the next slide, sone of the
benefits of the potential benefits of occupational
regul ation to consuners and practitioners. Unfortunately
t here have been many fewer anal yses of the effects of
benefits of licensing to patients.

However, sone of the earlier studies have found
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sonme positive inpacts. One study conpleted in the 1960s
on dentistry shows that tougher restrictions inprove the
quality of care. |In contrast, nore recent analysis
suggests there are negligible effects on the quality of
outconmes to patients as a result of states passing
t ougher standards.

For practitioners there have been many nore
studi es showi ng that the inpact of licensing on the
earnings of licensed individuals is positive. The inpact
of state regulations of occupations is greater anong nore
educat ed and hi gher inconme occupations. |[|f an occupation
i ke physicians is able to limt the nunber of
conpetitors, for exanple, alternative nedicine providers,
they're able to increase their earnings and presumably
prices go up for consumers.

Internationally, there's new evidence that
obtaining a license for previously |licensed physicians
has | arge earnings effect. The study found that relative
to physicians who are granted a |icense by practical
experience, those who had to take a licensing examwth a
| ow pass rate had | ower | ong term earnings.

In occupations |ike respiratory therapists,
there is a greater political or econom c power by nenbers
of the profession in the state, they were able to obtain

'icensing provisions for their nmenbers and eventually
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greater econom c benefits for nenbers of the occupation.

In addition, federal regulations dealing with
interstate commerce nmay conflict with state | aws.
Provisions in state licensing |aws may restrict many of
the benefits to commerce provided by, for exanple, the
internet. 1In an earlier FTC hearing, obtaining contact
| enses in Connecticut requires the supervision of a
licensed optician and a regi stered optical establishnment
or store. These state licensing provisions |imt the
ability of consuners to take advantage of the econom c
benefits of internet transactions to the extent that
ot her services such as dentistry, nedical services, and
pharmacy rel ated products have simlar occupational
licensing restrictions. This may limt the ability to
consuners to purchase products which have the | owest cost
relative to quality.

In addition, there tend to be conflicts within
states between different occupational |icensing
requi renents. For exanple, dentists are often in
conflict with dental hygienists and nost states require a
dentist to be present. And as a result, dental
hygi eni sts are unable to offer, or open offices that dea
only with the cleaning of teeth.

In Kansas City, Kansas, for exanple, there were

dentists who were able to get the state to close a dental
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hygi eni st of fice because no denti st was present when the
dental hygienists were offering these services.

Slide seven shows the policy inplications of
occupational licensing on entry and quality of service.
For exanpl e, tougher occupational |icensing standards, do
t hey have the inpact of raising standards and do they
have the inpact of increasing costs? Generally, in the
enpirical result, tougher occupational |icensing
standards tend to raise the costs to consuners relative
to alternatives. One, being a relatively |lower |icensing
standard on entry and geographic nobility as well as an
alternative of certification, which is item nunber two.

Li censing al so raises costs relative to certification and
al so reduces the choices to consuners.

The way of discussion, especially item nunber
two, is the Mercedes Benz effect, whereas you can either
get a high quality service though |icensing or no service
at all because no other services are legally avail able.

|tem nunber three is that practitioners on
average seemto see econoni c benefits to tougher
licensing but this varies a | ot by occupation.
Cccupations such as dentistry seemto be able to raise
their earnings as a result of tougher occupational
i censing standards. But other occupations toward the

| ower end of earnings tend to see relatively snal
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benefits of occupational l|icensing. The benefits
generally of licensing tend to be fairly difficult to
nmeasure. But in the studies of dentistry, especially,
the benefits at | east of nore recent studies suggest that
they tend to be fairly small.

Now si nce occupational licensing is generally
i nposed at the state |level there are a nunber of
guestions or issues that state policy makers should ask
as occupations seek to becone licensed. And this is
especially the case in health services where because of
third party providers various occupations in the health
services are seeking to becone licensed or are seeking to
increase the current standards that are inposed to enter
or to nove fromone state to anot her

So consequently 1've provided a nunber of
guestions in nmy conclusions in slide eight which are
guestions that policy makers should ask. That is, are
state licensing | aws reducing or increasing the price
and/or quality benefits of health care? That is, are the
benefits of licensing laws resulting in individuals
recei ving higher quality care, greater access to
services, and will licensing, in fact, increase the
quality of practitioners? This includes not only initial
entry, but are individuals required to maintain their

standards or maintain their ability to stay up with
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current changes in technology in their fields?

Do these restrictions also, and the second
question, do these restrictions benefit consuners by
protecting service quality? And this is also tied to the
ability to maintain current standards and current changes
in technology relative to the standards that were in
pl ace when the individual first entered a particul ar
occupati on.

| s the conpetency of the service enhanced
t hrough occupational licensing? That is, are the tests
real ly neasuring what individuals are required to do and
especially if service quality goes up, if prices go up
how do you handle | ow i ncome individuals who may | ose
relative to individuals who have hi gher incones and can
afford the higher quality care that |icensing provides
but individuals with lower incones may now | ose rel ative
to higher incone individual s? And how do these |icensing
requi renents service |ow incone individual s?

The next slide, conclusions on questions policy
makers shoul d ask, slide nunber nine. Are there
uni nt ended consequences to others such as the spread of
di sease of certification relative to the protections
offered by licensing? That is, would certification
provi de the protections of the spread of disease?

Certainly, one can think of a recent disease such as the

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

45
spread of SARS. Wuld having |licensed individuals who
arguably are of higher quality provide greater
protections than woul d individuals who m ght be certified
and are those benefits sufficient to inpose the relative
cost inposed through prices and reduced ability of having
servi ces through occupational |icensing?

Qur federal regulations, usurping what states
view as the optimal amount of regulation. Traditionally
occupational licensing has been established at the state
or local level. To the extent that federal governnent
requi renents mght be inposed to the extent that the
federal governnment m ght inpost universal |icensing
requi renents that apply to all states, what are sone of
the legal as well as the price and quality benefits of
havi ng national |icensing requirements which is the case
in the European union relative to state by state
licensing, which is the case in the U S.

Now how shoul d different or conpeting states
t hat inpact regul ated occupati ons be handl ed? Sone
states have nmuch nore difficult |icensing requirenments
than others. States in the Mdwest tend to have, it is
much easier to pass those |licensing exans in many
occupations in health services than for exanple, states
i ke California.

To the extent that individuals nove fromstate
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to state, how should that be handl ed and what |evel of
qual ity should be inposed on all states. And that is an
i ssue for the federal governnment to be concerned with as
well as the practitioners and the occupations thensel ves.

And finally, what is the enforcenent nechani sm
to nmonitor and to i npose the appropriate costs to
i ndi vi dual s who chose to potentially violate state
statutes governi ng occupational |icensing requirenents.
To what extent do those requirenents inpinge on the
ability of consuners to have a wi de variety of choices
fromthe high quality licensed individuals who provide a
service to others who may be able to provide | ower
quality and also |lower price of services.

And all those are issues that |egislators and
state and county governnents, who al so have been very
much involved in regulating occupations, are issues and
guestions that they should ask as occupati ons cone before
t hem seeking to either becone licensed to add to the over
800 occupations that are currently licensed. O, in the
case of many occupations, seeking to inpose tougher
standards on individuals who wish to enter the

occupati on.

And I'lIl be glad to take any questions during,

|ater during the session in which | guess we're going to
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be having a round table later on. So thank you very nuch
for the opportunity to address your conmmttee.

DR. HYMAN:. Thank you, Morris.

(Appl ause.)

DR. HYMAN: Next up is Tom Piper to tal k about
Certificate of Need issues.

MR. PIPER Good norning. 1'd like to thank
t he Federal Trade Conm ssion and al so the Justice
Department for allowing ne to share sone of ny
observations today and for bringing us to the nation's
capital in order to discuss what are sone of the nost
i mportant issues about health care services.

As | speak today, |I'Il be tal king about a
variety of topics including the certificate need
background, its operations, success and relationship to
conpetition. 1'll also be illustrating many of the
benefits that the public will have in having assured
broad i nput, access that is being maxi m zed, quality that
is being inproved and costs that are being contai ned.

First, let's begin by |ooking into a few of the
m | estones of health planning that have affected us over
the past century. For alnost 100 years nedical education
has changed dramatically because of a report initially by
Abr aham Fl exner which cl osed many schools of alternative

nmedi ci ne and changed into what we call today, regular
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medi ci ne.

Some would hold that this is one of the first
of the 20th century challenges to open conpetition anong
health care providers. Now by the m d-1930s, society was
nmovi ng toward national health insurance and ot her
progranms when President Franklin Roosevelt steered
| egislation into a nore conservative Social Security Act.
The seeds of public insurance had been planted at this
point. |Inmrediately after the second Wrld War the
Hospital s Survey and Construction Act of 1946, al so known
as the H Il Burton Act, was passed. The act authori zed
federal grants to states to survey the hospitals and
public health centers and to plan construction of
additional facilities and to assist in their
construction. This began to rebuild the foundations of
heal th care infrastructure in Anmerica.

After 20 years of infrastructure devel opnent
publically funded health insurance was passed. Medicare
and Medi cai d becane the new platformfor federal and
state investnment in the health of its citizens.

Federal | y sponsored health planning al so canme of age and
the community demand for public accountability becane a
nati onal theme with conprehensive health planning.

Less than a decade passed before the Soci al

Adm ni stration then connected health care devel opnent and
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rei nbursenent and enpowered the states to plan and
regul ate accordingly using Section 1122, the Soci al
Security Act. And with a new authority of the Nati onal
Heal th Pl anni ng and Resource Devel opnent Act, planning
and regul ation consolidated and solidified into a strong
effort to thrive until the early 1980s, when this was
noved aside in favor of a new era of conpetition.

Wth the nove to deregul ati on, managed care
becane a popul ar new tool for conpetition using
di agnostic related groups and other classifications to
establ i sh purchasing controls. This becane the new
initiative to reduce charges, to inprove quality and to
ensure access. Today, we're struggling to contain the
spiraling insurance prem uns and find bal ance between the
pronoters of regulation and conpetition.

Well, let's ook nore closely at the genesis of
certification of need. Based on many years of
traditional community volunteer efforts, we saw a
cooperative, quite public nodel enmerge in the m d-1960s.
Busi ness and insurance | eaders gathered in Rochester, New
York to organize the nation's first community health
pl anning council. Now, this included all the affected
groups including consuners, also adm nistrators,
physi ci ans, insurers, business, governnment and ot hers.

Wthin two years the Rochester nodel was adopted by the
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New York state |l egislature and an era of voluntary health
pl anni ng was born.

By 1975, 60 percent of the states had
voluntarily started health planning and regulation. Mich
of this ten year effort was encouraged through the
Conpr ehensi ve Health Planning Act's funding. For the
remai ning 19 years or 19 states, Louisiana being the |ast
hol dout until 1990, federal |aw | everaged Certificate of
Need into place. The chart and map on the next two
slides wll show how this change happened and what was
af f ect ed.

On the left, inred, are bars that depict the
first 30 states that voluntarily enbraced regul ati ons.
Hospital s and many ot hers thought that this was an
excellent idea and readily adopted that platform The
bl ue bars on the right then go on to show the 36 states,
as well as the District of Colunbia, who have conti nued
Certificate of Need through the present tine. These
colors are maintained on the map on the next slide.

As you can see, this shows how nmuch of the
eastern United States initiated Certificate of Need
regul ation voluntarily, again showing that in dark red.
And it also continues to nmaintain these prograns today,
those in dark blue as well. Including even sone of those

in the northwest United States that started early and
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then termnated their prograns later on. The |ight blue
and the pink are those which term nated their program
within the last 15 years.

Now using a very different chart we exam ne the
di verse di nensions of the 37 CON prograns that exist
today. Down the left colum is a |ist of states ranked
by the conprehensiveness of their progranms. This rank is
cal cul at ed based on how many services are reviewed. Now
if you ook at the list across the top of 30 categories
rangi ng across this matrix. And if you |look to the note
that where a state and a service intersect, that area is
shaded and that nmeans that that state reviews that

servi ce.

In addition, the level of the reviewability
t hreshol ds; reviewability threshold being a financi al
poi nt at which certificate need is required. And there
are three different kinds. There being that for capital
i nvestnments such as for buildings, for major nedical
equi prent such as for MRI's and other |arge equi pnment,
and for new service establishnment. These have been
converted into a weighted factor on the far right. And
when you multiply the weighted factor against the nunber
of services provided you cone up with an index or a rank

t hat then shows the conprehensiveness of the program as
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you go from Maine at the top to Louisiana at the bottom

But there's a cautionary note here that this
does not relate to the severity of either the CON program
or its decisions. But this chart has had many uses.

It's on our internet website and many peopl e such as
policy makers ook at it to see how they can quickly

di scern the diversity of the CON prograns across the
country. And some have used it such as in West Virginia
in order to streamine their regulatory efforts.

The shades of blue fromtop to bottom
originally divided the states into three categories of
regul ation with dark blue being the nost conprehensive.
Over the last ten years a nunber of states have drifted
down the list as review threshol ds have rai sed and the
nunber of services have been reduced.

The map on the next page will easily illustrate
t he geographic distribution and intensity of CON.  Again,
t he darkest states are those that have the nost
conpr ehensi ve prograns. QObviously, CON regulation
remai ns quite popul ar east of the Mssissippi with only a
few states |ike Indiana and Pennsyl vani a whi ch have
termnated their prograns in the |ast seven years.

Now |l et's nove on to the next slide where we
begin to tal k about the conceptual foundations, sone of

the criticisns and the benefits of certificate of need.
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Let me take a nmonent just to point out that nuch of this
information seen so far is taken froma national
directory that's been produced for the last 14 years in
order to track what's going on in certificate of need as
wel | as other kinds of planning, data, and policy
pr ogr ans.

Now, let's tal k about conceptual purposes of
certificate of need. These can be distilled down into
Six basic points. First, CONis a fundanental tool to
i npl ement community health plans. It provides feedback
and support to the devel opnment of those plans and it
provi des support to planning for many health services
facilities and systens. It also illustrates an anal yti cal
di sci pline and goal orientation for all planning.

It also intervenes in the phenonenon which is
commonly known as the excess supply generating excess
demand. And I'll talk about that in a few mnutes. And
finally it hel ps preserve precious comunity and provider
capi tal

Now what's so uni que about sonme of these
purposes? CON is a unique tools that covers a broad
range of inportant features. First a process is based on
sound planning theory. It requires extensive analysis
and is driven by objective facts. As an open process,

this is one of the few venues where the public is not
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only welconme but it is invited to be directly involved in
the process. Because the market has gaps and excesses
i ke the avoi dance of | ow i nconme popul ati ons and
concentration of services in an affluent areas, CON often
negoti ates incentives and supports plans to strengthen
services. Quality and effective performance are
principles central to the devel opnent of standards and
criteria and their achievenent is often seen through nuch
better applications and fewer denials of projects.

Conpetition in health care is a very different
concept fromother types of products and services, in
part because pl anni ng and rei nbursenment establishes
target capacities and capabilities for specific areas for
whi ch providers conpete in terns of charges and quality.
CON review is very practical in its approaches to health
care. It often teaches potential applicants about health
service alternatives and business plan effectiveness
anong ot her itemns.

CON s criterion standards and CON s
responsi veness to the community based heath pl anning
process often redirects resources into areas of greatest
need and hel ps providers achi ever higher and nore
efficient |levels of performance based on what is good for
the conmmunity rather than what is good for providers.

Now a nmonment ago | had pointed out that the
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mar ket has vari ous gaps and sone excesses and here are a
few related issues. Like any business capital investnent
nmust be passed on to the consuner either through charges
or premuns or taxes. Conpetition in health care is
di fferent because providers control the supply of
services. Medical practitioners direct the flow of
patients and therefore, the demand for services. And
consuners don't have enough information. Consuners are
not able to shop for nost health care, particularly based
on price. Were, in fact, are the price lists for them
to shop fronf

Hi gher costs create higher charges as aptly
denonstrated by the current double digit inflation has
heal th care insurance prem uns notably higher than the
medi cal cost inflation state currently seen in our
country. Unfortunately, consuners are insulated fromthe
specific costs of care but suffer under the ultimte
i ncreased costs in premuns and their taxes. Al t hough
rei mbur senment systens have changed significantly in the
| ast 40 years, the cost of health care continues to
escal ate and our policy nmakers continue to | ook for new
answers.

A certificate of need has been criticized since
its very inception and the reasons are fairly sinple.

First, many believe that CON tries to restrain market
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entry, |ower capital outlays and cap technical innovation
all in ways to controls costs. They also believe that
CON i s nore concerned about geography than access rather
t han social and system questions. Quality is often a
factor that critics say is left out of CON reviews. The
nost prevalent claimis that CON regul ators neither
understand nor react to health service market forces.

Now t hese cl ai ns deserve sonme specific
responses. The record docunents actual CON performance
across the country show ng that not only are access and
gual ity concerns often considered nore than cost, but
equity is an inportant feature in attenpts to inprove
econom ¢ and social access for the conmunity in general,
and patients and providers specifically. CON uses high
st andards and best practices to help CON review, elevate
quality.

Sound busi ness plans are fundanental to the
regul atory process simlar to |l ending principles that are
used by community bankers, |ooking at everything from
reasonabl e cost of facility devel opment to conpetitor
charges for procedures to assure responsibility and
efficiency. CON also recognizes the realities of market
forces by involving providers, consuners, business,
payers, educators and others for the devel opnent of

criterion standards used to conduct CON revi ews thus
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ensuring that real live practical experience is reflected
in the process. That by using a request for proposals
for needs expressed in health plans in sone states,
applicants are able to conpete on many | evels and CON
tries to ensure that health facility staffing is open to
reasonably qualified practitioners.

On the other hand CON di scourages the breaking
heal th services into many segnents or offering services
only to those who can afford to pay or creating practices
t hat excl ude ot her providers or abandoning conmunities
whi ch are depressed or rural or no longer profitable to
serve.

Now whil e we're tal king about practical
experience, let's talk about practical success. Critics
have | ong used various theories, studies and nmusings to
condemn CON. Over the past two years new evidence from
busi ness experience and treatnent outconmes has cone to
light that clearly shows how successful CON has been.

The big three auto makers have nonitored their costs.

Qut cones from Medi care heart patients have been revi ewed
and anbul atory surgery centers have been tracked. Here
are sone of the results.

Faced with rising health care costs and the
possibility of weakening or elimnating the M chigan CON

programthe big three auto makers |ast year undertook
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separate systematic analysis of their health care costs
in states where they have | arge nunbers of enpl oyees and
i nsured dependents. This enpirical experience was
recorded only in states where they had at |east 10, 000
enpl oyees and conparabl e health benefit prograns.

Dai m er Chrysl er showed in the year 2000 t hat
their enployees in CON states of Delaware, M chigan and
New York enjoyed health care costs which were up to 164
percent |ower than in non-CON regul ated states of
W sconsin and I ndiana. DaimnmlerChrysler also sited and
endor sed experience and views of other business
organi zations including the Leapfrog G oup that CON
regul ation also helps to ensure quality by assuring
procedure m ni nuns and pronoting higher average program
vol unes for many health care services.

Now |l et's | ook at another auto maker, General
Motors. They anal yzed health care use and expense data
anong its enpl oyees and dependents in Indiana, M chigan,
New York and Chio; four states where it has a | arge
nunber of insured from 1996 to 2001. During this time
| ndi ana had been wi thout CON regul ations for many years
and Chio had repealed the acute care portion of its CON
program a year earlier in 1995.

Conpari sons show that GV spent nearly a third

less in CON states for health care expenses for enpl oyees
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than in non-CON states. GMnoted that with over a
mllion enployees it spends $4.2 million each year on
health care benefits for its enployees, retirees and
dependents. In interpreting its experience GM stated,
sonme argue that deregulating health care expansion w ||
trigger free market forces of supply and denmand and | ead
to lower costs. On the contrary. GCeneral Mtors has not
found that to be true based on our vast experience in
states that have varying degrees of CON regul ation.

Now | et's | ook at the Ford experience. Ford
Mot or Company, in its report, included Kentucky, M chigan
and M ssouri as CON states and I ndiana and Chio as non-
CON states. In certain respects the Ford study is
broader than the GM study in that it distinguishes
bet ween in-patient and out-patient hospital costs as well
as service specific costs for Magnetic Resonance | magi ng,
often known and MR, and coronary artery bypass graft
surgery, often known as CABG  \Wen conparing in-patient
and out-patient costs for their hospital Ford found that
CON states came in about 20 percent |ower than non- CON
states. These results, well, the results of their other
studies were also equally persuasive. As we |ook at Ohio
and | ndi ana conpared to Mchigan for MR and for CABG
services, health care costs were found to be anywhere

from1l to 39 percent lower in CON states.
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In summarizing its report Ford stressed the
consi stent rel ationship between CON coverage and | ower
costs across a wi de range of different services and
settings. Ford s analysts believe that the failure of
academ c studies to docunent the cost benefits of CON and
regul ation is because of the inability of such |arge
i npreci se macro echonentric studies to account properly
and adequately for the many confounding factors that were
ot herwi se effectively taking into account by Ford.

Low let's | ook at ambul atory surgery services
nationally. A national surgery nonitoring organi zation
col l ected charge data show ng that anbul atory surgery
center charges in CON states were over a quarter |ower
than in non-CON states. Now, obviously business and
ot hers are concerned about noney and about the bottom
line. So the illustrations are about | ower health care
costs.

Now el sewhere the concern we have is for about
saving lives. The inportance of program service vol unes
in the connection to CON regul ati on has been denonstrated
recently with the publication of a nationw de study of
Medi care patients that docunent statistically significant
lower nortality rates for CABG surgery patients receiving
treatnment in prograns in states that regul ate open heart

surgery. The University of lowa research authors note
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t hat nost CON studi es have focused on whet her CON
affected capital investnment and health care costs and
that few have exam ned direct rel ationship between CON
regul ation and quality.

After anal yzing experience over 900, 000
Medi care patients 65 and older from 1994 to 1999 t hey
concl uded, anong other things, that CON regulations is
associated with better patient outcones, thus repealing
the CON regul ati ons may have negative consequences on
pati ent outcones.

It also definitively showed that nortality
rates were over 20 percent lower in CON states including
ny own state of Mssouri. Critics of CON regulation are
reluctant to acknowl edge a connection, but there are few
mechani sns ot her than community based pl anning and CON
regul ation that systematically pronote regional service
progranms and m ni mrum pati ent volunmes. Cbviously, these
practices save lives and they save noney.

This brings us back to where we started. As |
had illustrated before, public input has assured
accessibility is maxim zed, quality is inproved and costs
are contained. But how does CONrelate to the concepts
of conpetition? Quite sinply. |[If you |look at Webster's
the definition of conpetition is a business rival

conpeting for consuners or for custoners or markets. But
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who is the custonmer? Are they hospitals, physicians or
others? Wiere are the patients? Could they be the ones
who are anong the tranpl ed masses? They are at the
bottomof this old tinme poster where the business rivals
are conpeting and clashing. Do they have the information
needed to nmeasure conpeting services? The consequences
of conpetition are a great concern.

Because these consequences wll splinter the
provi der delivery network, will threaten safety net
facilities, will create high profit niche markets and we
wi |l conclude that supply drives demand. Just as the
Dartnmouth Atlas was briefly reviewed in one of the
hospital publications it said that supply generates
demand putting traditional economc theory on its head.
Areas with nore hospitals and doctors spend nore on
heal th care services per person

To conpensate, we need bal ance. W need to
bal ance regul ati on and conpetition. And we do this by
pronoting the devel opnent of community oriented health
services and facility plans, by providing pricing and
quality information on consunmers so they have an educated
choice, and by providing a public forumto ensure the
community has a voice in health care. This, | believe,
will protect the consuner's interest.

| thank you very nuch for this opportunity to
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di scuss certificate of need and conpetition. For follow
up you can contact the American Health Pl anning
Associ ation or you can contact me with this information.

Thi s has been an excellent forum | feel
privileged to have been included, and | thank you.

(Appl ause.)

DR. HYMAN: Thank you, Tom Next up is Tanmm
Byrd, representing the American Dental Hygi eni st
Association. And for those of you who are wondering, we
wi ||l probably take a break either after Tanmm or after
Ms. Loeffler and then continue on fromthere. But the
door is out there if you can't wait.

M5. BYRD: CGood norning. 1'd like to thank you
al so for the opportunity to present the comments fromthe
American Dental Hygienist's Association. | am President-
el ect for the American Dental Hygienist Association.

|"m here to answer sonme very pointed questions
t hat have been raised. Nunber one, what does the
enpirical evidence say about the cost, the quality and
the availability of dental hygiene services? 1'd like to
address each of these issues. Wen we |ook at costs the
enpirical evidence states that it will |lower costs to
have i ndependent practice of dental hygienists. There's
a conparative study of independent practice along with

traditional practices. Wen we | ook at these studies the
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i ndependent practices were always significantly | ower
than private practice dental practices.

O her indirect studies show when you take the
dental hygiene work in a traditional practice, that when
you | ook at that, that you have the probability of
| owering costs to patients of approximately 20 to 40
per cent .

What about quality? |ndependent practice
versus traditional practice; in a study that studies
i ndependent practice versus traditional dental practices
it was proven that dental hygiene practices were as good
and we actually safer in several areas. Nunber one, in
infection control and sterilization, in nedical alerts
and in the determ nation of whether treatnent should be
rendered to a patient.

In a study of diagnoses, it |ooked at the
di fferent between the diagnosis of dentists and dental
hygi enists. There was very little difference, and dental
hygi eni sts tended to err on the safer side.

As far as education, dental hygienists are far
nore educated than dentists are in the overlappi ng scope
of practice that pertains to dental hygiene. Dental
hygi eni sts are educated by dental hygienists. They are
supervi sed by dental hygienists and they're conpetency is

eval uated by dental hygienists. |In many dental schools
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when you get to the periodontal section of this dental
hygi eni sts are actually the ones who teach dentists these
areas of practice.

When you | ook at professional liability
i nsurance for dental hygienists it is the exact sane
whet her the hygi eni st has supervision, no supervision,
whet her they are perform ng expanded functions such as
| ocal anesthesia, replaning and curettage and several
ot her expanded functions. The supervision or |ack of has
nothing to do with the price of professional liability
i nsurance when it regards to the practice of dental
hygi ene.

The ADA accreditation standards assure a
conpetent education. This is fromthe American Dent al
Associ ati on Conmm ssion on Dental Accreditation. |If you
| ook at the accreditation standards and the Anmerican
Dental Educator's Association core conpetencies for entry
into the dental hygiene profession, you will note that
hygi eni sts nust be conpetent in providing care for the
child, adolescent, adult, geriatric and nedically
conprom sed patients.

They must be responsible for the assim |l ation
of know edge requiring judgenment, decision nmaking and
critical analysis. They nust be conpetent in diagnosis,

treatment planning, provision of the treatnent,
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subsequent needs, evaluation of the services rendered and
maki ng referrals for problens that fall outside the scope
of practice for dental hygiene. They are al so conpetent
intreating all types of periodontal disease. Dental
hygi eni sts nust al so be conpetent in evaluating and
communi cating with diverse popul ations. They nust be
conpetent in life support neasures and nedi cal
energenci es. They nust be conpetent in conprehensive
pati ent care and managenent of patients.

When you | ook at the accreditation standards
and these core conpetencies nowhere in these does it
state that the conpetency is dimnished if a dentist is
not physically present or supervising a dental hygienist.

The availability and enpl oynent forecast.
According to the U S. Departnent of Labor and Statistics
there's going to be a 37 percent increase between 2000
and 2010 of the avail able positions for dental
hygi eni sts. Conversely, dentistry is expected to
increase only by 5.7 percent. According to information
fromthe Anerican Dental Association, we graduate between
36 and 3800 dentists a year in the United States. W
have 6000 dentists a year that retire or die.

We are not keeping up with the popul ation, so
we nust | ook at ways to treat the popul ati on and

prevention has got to be one of the keys. Dental
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hygi eni sts are the prevention specialists of the dental
team Prevention will help save noney and save |ives.

What regul atory and non-regul atory strategies
have been enployed to restrict the independent practice
or to broaden the clinical autonony of registered dental
hygi eni sts? Nunber one, efforts have been nmade to stop
or limt the self regulation of dental hygienists. Wen
we | ook at this we have, dental hygiene is one of the
only professions that is regulated by their enployers.
When we have a board that regul ates dental hygi ene we
al so have the ability for the board to i npose energency
regul ati ons.

| can speak from experience in South Carolina.
| ama practicing dental hygienist. | run a school based
oral health program Statutory change was made in 2000
to all ow dental hygienists to work in nursing honmes and
school s, clinics and various other settings. W
practiced fromJanuary of 2001 until the end of the
school year, the beginning of June that year, with no
probl enms, nothing arose. But once the |legislature
recessed that year the Board of Dentistry put in an
energency regulation that tied the legislature. This
enmergency regul ation was able to stand for six nonths.

What it did was it put back in a requirenent

t hat had been renoved in statute requiring a pre-
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exam nation by dentists. The basis of this energency
regul ati ons was that |lives were being endangered and t hat
subsequent clains had been filed that may or may not be
proven to cause harm It is alnost two years since that
regul ation went into place. No substantiated clainms of
harm have ever been founded. It has never cone to
fruition.

Al so, the actions of the Board of Dentistry at
that time in this regulation capacity, they were not
wor king as a regulatory capacity, in ny opinion. They
were acting as a comercial participant in a given market
and limting access to individuals.

We delivered care to 15,000 children from
January until June when we started with no conplaints.
When this enmergency regulation went into place we had to
hire dentists to do exans on children before they were
able to have services. The enmergency regulation |isted
that there would be no fiscal inpact with this
regulation. It cost our Departnment of Health and Human
Services over a quarter of a mllion dollars in this six
nmonth period while the regulation was in place and this
was only having approximately six hygienists at a tine.
When we had to hire dentists we had to inplenent the cost
of that exam Then when the children were referred they

had anot her exam at an office when they were referred to
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us, so there ended up being double expenditures also with
t he Departnent of Health and Human Servi ces.

On a board of dentistry that has very little
i nput fromdental hygiene there are usually one to two
dental hygienists serving on the board and one to two
consuner nenbers, but the overwhelm ng majority of
i ndi vidual s are dentists on the boards. Recently, our
dental hygi ene nmenber on the board in South Caroline has
not even been informed of the |ast two board neeti ngs.
She has been |left off of the mailing Iist and not been
told there were even board neetings. So we have sone
conflict here when you' re regul ated by your enploying
pr of essi onal .

It has been docunented by the |egislative audit
council in South Carolina that dental hygi ene nenbers on
our board of dentistry in South Carolina did not even
recei ve seconds on notions that they nade to even open
them for discussion. So there is sonewhat of a conflict.

Anot her area that has been used is to maintain
gat ekeeper privileges for dentists. This includes
supervi sion, orders, exam nations and direction.

Supervi sion |l evels. W have general supervision,
i ndi rect supervision, public health supervision.
Dentistry works really hard to nake sure there is still

sonme tie to dentistry there that they still have sone
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control over it. 1In eight states in the United States
there is a nunber of dental hygienists that a dentist can
actual ly supervise in outside settings. Wwy? | don't
know, but there is.

Direction and public health settings, even if
there is only direction by a dentist it is still required
that it is a dentist giving direction whether they see
the patients or not or evaluate any of the work.

The pre-exam nation, which |I just tal ked about
in the enmergency regulation, it ties the dental hygiene
services to dentistry. There's no evidence to support
t he need for this.

In private practice this is often required if
there's general supervision but yet in a public health
setting an examis not required.

This is setting up a double standard of care.
We have individuals that are served in public health
settings that do not have to have an exam which evi dence
supports. But yet, in a private practice they do have to
have an exam | asked what the reasoning behind this is?

Non-regul atory strategies that have been
i npl emented. We have a quote fromthe Institute of
Medicine. "Rhetoric and political power frequently
substitute for evidence and rational decision making."

One of the clearest exanples of this problemis the case
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of dental hygi ene services. One thing that has happened
is political power has had a very, very high cost to the
consuners. Great respect has been afforded with the
title, doctor.

At | egislative hearings, information and
opinion is given wthout any evidence basis to back it
up. | can give personal exanple on this, also. At
school board neetings when we are di scussing, in South
Carol i na the nunber one reason children m ss school is
dental problens. Inplementing a public health program
into the schools has been recommended by the CDC, a
Public Health Seal ant Program \Wen we present this
program we actually had presidents of the Board of
Dentistry and Dental Association nenbers stand up and
state that it was substandard care. It was third world
dentistry. Everything that is being offered is based on
national standards. And | actually have packets of
information for the panelists that has the newspaper
articles and the quotes and the energency regul ati on and
different information in that.

I n Spartanberg County we had a school board
vote unani mously that they wanted the services in their
schools. | got an e-mail at 11:37 saying we have voted
unani mously for these services. At 12:02 | got an e-nai

t hat said, whoa, put it on hold. W have had so many
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calls fromdentists asking for these services not to be
delivered that we have decided to hold off. So, in |less
than 30 m nutes.

Donations from dental schools have been
wi t hhel d by dentists. |If dentists speak out in dental
school s, they have wi thheld donations fromthe dental
schools. W have had a dentist that was willing to work
with us in South Carolina, had checked with the attorneys
with the university that he worked with to make sure it
was okay for himto be a consultant. He was given a
green light, a clear.

But the Dental Association, upon visiting the
school, they were told that they would w thdraw
| egi sl ative funding and support. The dentist could not
work with us so we had to | ook for alternate care.

Dental supply conpani es, we have dental supply
conpani es that have al so been told that they cannot
provi de service, they should not provide services or
supplies to us. Recently |I received a call. W have
been purchasing supplies since January of 2001 and | just
received a call a few weeks ago asking ne for the name of
a dentist that could be listed in order for themto
continue selling us supplies.

What consumer information and protection issues

will be raised by a less restrictive environnment for
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mar ket entry? Nunber one is the consuner's right to
choose. The market system w th conpetition and the
efficiencies it generates, is based on the consuner's
freedomto make choi ces anong avail abl e opti ons.

The heal th profession's profession has urged
revision of the regulations. One of the key principles
t hey have asked for this is the respect of consuners
rights to choose their own health care providers froma
wi de range of safe options.

One thing that has been brought forward is
licensure. Al states, with the exception of Al abans,
require dental hygienists to pass a National Board Exam
to becone |licensed to practice dental hygiene. |In order
to do this, this requirenent, |I feel, should be
mai ntai ned. This assures that there is a know edge base
t hat has been established and nai ntained through the
dental hygi ene educati on process.

The accredited educati on shoul d be nai ntai ned.
Accreditation serves four purposes. To protect the
wel fare of the public, to serve as a guide for dental
hygi ene program devel opnent, to serve as a stinulus for
i nprovenent of established prograns, to, and to provide
criteria for the evaluation of new and established
pr ogr ans.

One ot her nmethod that has been inplenented is
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to stop reinbursenent to dental hygienists from Medicaid
and fromhealth insurance. What has happened in the
past, in South Carolina in particular, we were given a
letter stating that dental hygienists were going to
beconme Medicaid providers. Dentistry cane to a neeting
and threatened to withhold and wthdraw their public
menbers fromservice Medicaid children if hygienists were
allowed to be directly reinbursed.

W have situations like this. |In Mine,
tomorrow, Maine care is |ooking at their provision.

Dent al hygi eni sts have been rei nbursed for several years
for certain services. They are inplenenting a change at
a hearing tonorrow where the hygienists will no | onger be
reinbursed, if they are practicing under public health
supervi sion, they nmust be enployed by a dentist in a
private office.

So we have nunerous issues when it comes down
to reinbursenent. For, in particular, in our state, we,
we are authorized by the Departnment of Health to provide
services. A dentist does not have to see the children
before we provide the services and we provide urgent case
referral and managenent of these children to make sure
they get into offices and are seen by offices. [In order
to be paid, we nust enploy a private practice dentist to

recei ve rei nbursenent.
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The denti st never sees the children, never
eval uates the work or has any portion of that. He
oversees what our policies are but so does the Departnent
of Health. W have a procedure's manual and we have
gui delines that we have to work under

The denti st never participates in actual
delivery of care or evaluation, but we nust enploy them
in order to get reinbursed.

What is the conclusion? Fromthe evidence
presented you can see that supervision and/or control of
dental hygienists is not necessary. |ndependent dental
hygi ene wl| create greater accessibility and have a
significant inpact on the general health of the public.
Dentistry has a vested economic interest in controlling
the profession of dental hygi ene without any evidence to
justify this control.

The | egislative changes that are needed to
bring about this will not require public expenditures.
Yet, it will increase access to care, it will allow
consuner choice and it will ultimtely | ower expenditures
for oral health care services.

Sevent een states now have unsupervi sed practice
of dental hygiene, yet only eight states are directly
rei nmbursed by Medicaid or insurance.

One of the strategies by dentistry is to allow
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dental, to train dental assistants in providing dental
hygi ene services. There is no accredited education for
dental assistants. Every state in the United States
all ows dental assistants to be trained on the job.

I f you |l ook at, according to the Departnent of
Labor, the salary, approxinmate salary, for dental
assistants in the United States, it is $26,000. |If you
| ook at the approxi mate average salary for dental
hygienist it's $54,000. There's obviously a vested
econom c interest in lowering the standards, but this
does not reflect the clains that dental hygienists,
provi ding these services in other settings, are not safe.
We have proven that they are, yet on the other hand, they
want to | ower services to patients.

| feel that patients need to have the right to
know that their providers have graduated from an
accredited program have been properly educated and
Iicensed and have the right to refuse treatnment if this
is not so.

Boards of Dentistry, an organi zed dentistry, as
private, as private business operators, have acted
precipitously to persuade public authorities to adopt
statutes and regul ati ons that establish conpetition
suppressi on nmechani sns. As you have seen, fromthis

evi dence, nothing supports this. Evans and Wllianms, in
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1978, stated that dentists essentially operate as a
cartel Iimting the supply of care and creating prices
hi gher than they woul d under conpetition.

| ask that you review this evidence fromthe
perspective of the public. It is tinme for change. The
current nodel of dentistry does not serve the diverse
popul ati ons that need oral health services the nost. And
it has also placed a superfluous burden on our society.

Thank you.

(Appl ause.)

DR. HYMAN: Ckay. We'll take about a five
m nute break and then we'll reconvene.

(A brief recess was taken.)

DR. HYMAN: Qur next speaker is Lynn Loeffler.

M5. LOEFFLER: Good norning. Like all the
ot her speakers we're happy to have this opportunity to
testify today in front of the Departnent of Justice and
t he Federal Trade Conmi ssion on sone issues that are of
great concern of the American Coll ege of Nurse M dw ves.

|"mat the opposite extrene from Professor
Kleiner in terms of technology. | don't have any slides.
| will use the m crophone because m dw ves only use
technol ogy when it's really necessary.

So, ny nanme is Lynne Loeffler. I'ma Certified

Nurse M dw fe from Bl anco County, Texas, which is fanous
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for nothing except being the childhood hone of LBJ. |'m
al so a practicing nurse mdw fe and the chapter chair for
the region of the country that includes Texas.

The Anmerican College of Nurse Mdwives is a
pr of essi onal organi zation for certified nurse m dw ves.
Nearly 90 percent of practicing nurse mdw ves are
menbers of the coll ege.

Nurse m dw ves play a vital role in wonmen's and
infants' health. W handl e approximately 10 percent of
spont aneous vaginal births in the United States and as
much as 30 percent in sonme states in the country.
Certified nurse mdw ves are credentialed and expert in
their field. They nust pass a rigorous, national
certification examand they are |icensed and recogni zed
in all 50 states and the District of Col unbia.

Nurse m dwi ves are recogni zed under all states
and under federal |aw as independent health care
practitioners with no requirenent of physician
supervision. Certified nurse m dw ves provide care to
many nedi cally undeserved popul ations, but they are al so
an inportant conpetitive choice for wonen of all incone
and heal th insurance categori es.

CNM s provi de excellent care and val ue as
denonstrated by both clinical and cost neasures.

Epedem a | ogi cal studies have further illustrated the
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success of using nurse mdw ves. Wile operating as
i ndependent and self sufficient professionals, certified
nurse m dw ves al so col |l aborate and work in partnership
with famly physicians, OBGYN s and other health care
provi ders, as recognized in the joint practiced
statenments referenced in our witten testinony.

But despite |icensure, despite regulatory,
scientific and professional acceptance of nurse m dw ves
and despite the every growi ng popularity of nurse
m dw fery services anong patients in the public, nurse
m dwi ves face significant challenges in gaining a fair
opportunity to practice in many communities. Antitrust
enf orcenment has sonetines been necessary to chall enge and
breakdown anticonpetitive barriers to practice.

Barriers to entry and, and obstruction of nurse
mdw fery practice still continue in many areas.
Frustrating the evolution of nore diverse, efficient
pati ent choice and focused forns of health care delivery.
Antitrust enforcenent, by the Federal Enforcenent
Agenci es, nust be an inportant tool in protecting
patients' ability to access nurse mdw fery services.

The ACNM asked ne to cone here today to talk to
your two agenci es about practice restrictions and ot her
barriers which are intended to, or which do in fact, have

the effect of excluding nurse m dw ves fromthe wonen's
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heal th care services market. In addition to outright
excl usionary practices, nurse mdw ves, their
col | aborating physicians and institutional purchasers of
nurse mdw fe services have been subjected to practices
whi ch so increase the cost of providing services that the
ot herwi se cost effective advantages of utilizing nurse
m dwi ves are | ost.

Most of the tine, these exclusionary or
predatory practices are the product of collusive action
by groups of physicians, usually OBGYN s. And here,

m ght say, that | could substitute m dw ves and OBGYN s
for dental hygienists and dentists and use her slides.

| am not here as an antitrust expert, which
certainly amnot, but rather as an affected nurse mdw fe
whose practice in Austin, Texas was cl osed about a year
ago as a result of actions by a group of OBGYNs who
vi ewed our practice as a conpetitive threat.

The conplex details of nmy situation are set out
in the first of several case studies, which will be
submtted later this nonth as addenda to ACNMs witten
testinmony, which was filed today and is available in the
hal I .

In short, nmy two partners and | were recruited
by the Chairman of the Board of a health care

organi zation and the CEO of a hospital within that
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network to start a CNM practice providing continuity of
care to an undeserved popul ation. The faculty OB s of
t he residency program at that hospital, who each contract
individually with the hospital to supervise the
residents, were never happy about us being there. And
over a three year period they utilized several of the
techniques that 1'mgoing to talk about in order to close
our practi ce.

The ot her case studies in our addenda concern
nurse mdw fe practices in another Texas city, in a |large
Florida city, in a small town in New Mexico, a city in
Oregon, a city in Arizona and a city in lowa. As you can
see, there are problens in all parts of the country. 1In
each case, the actions of OBGYN conpetitors have forced
the closure, or at |east seriously threatened the
continued financial viability, of a nurse mdwfe
practice which fills an unmet community need.

These case studies are nerely representative
sanpl es, the proverbial tip of the iceberg. It is fair
to say that nurse m dw ves are under siege in many
| ocations. (Obstruction of nurse m dw ves's practice
t akes a nunber of forns.

Bri ef exanples, which are covered nore fully in
our witten testinony, include physicians abusing their

control of the hospital staff credentialing process to
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excl ude nurse m dw ves altogether. Physicians conspiring
to refuse to provide consultative or collaborative
services that may be necessary in order for nurse
m dwi ves to qualify for or maintain hospital privileges.
Physi cians conspiring to set arbitrarily high prices to
be paid by hospitals, nurse mdw ves or third party
payers as stipends for consulting services for nurse
m dwi ves.

This was on one of the techniques used in
Austin where each of the eight OB's denanded $60, 000 a
year to be our consulting physicians, which required no
additional tinme or effort on their part over what they
were already required to do as supervisors of the
resi dency program Physicians insisting that nurse
m dwi ves, in independent practice, nmay not have hospital
privileges and that privileges may only be granted to
nurse m dw ves who are enpl oyed by a physician or a
hospi t al

Anot her techni que is physicians causing
hospitals to adopt restrictive credentialing, supervision
or practice policies that effectively prevent neani ngful
practice opportunities for nurse m dw ves.

Agai n, these were techniques that were used in
our situation. A sponsor was required and, not only

that, the sponsoring physician had to be in the hospital
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during the entire | abor and deliver of the CNMs patient.

The big problemin nmany cases is that hospital
Boards of Directors have totally advocated responsibility
for credentialing to their medical staffs who may have
little incentives to credential non-physicians.

Anot her techni que is physicians mani pul ating
managed care contracting or credentialing practices to
deny nurse m dw ves fair access to health planned
patients. There have been instances of inposition of a
surcharge on the liability insurance prem uns of
physi ci ans who col | aborate with nurse m dw ves. Reports
of such surcharges indicate that only physician owned or
controll ed mal practice insurance plans inpose these
surcharges. The Superintendent of |nsurance of the
District of Colunbia ruled in 1992 that such surcharges
are not justified by actuarial evidence and constitute
doubl e di pping. Yet, in sone areas of the country, they
conti nue.

And finally, there have been instances of
obstruction of licensing for free standing birth centers
by physicians and/or hospitals.

In all these situations, the restrictions are
i nposed on nurse mdw fe practice. But the
anticonpetitive effects are felt by hospitals,

noncomunity clinics, health departnments and, of course,
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t he consuners who are deprived of access to nurse mdw fe
servi ces.

Nurse m dwi ves are actual as well as potenti al
conpetitors of physicians. Although CNMs scope of
practice is not as broad as that of a physician, in the
real mof normal and low risk, which is at |east 75
percent, 70 percent of all births, CNM services are
substitutable, not nerely conplinentary, to those of OB's
or famly practice physicians.

Nurse m dwi ves offer conpetitive alternatives
in wonen's health care services, not just for consuners,
but also for the various entities that purchase or
provi de wonmen's health care services. Although sone
nurse m dw ves practice as physician enpl oyees, and
nearly all nurse mdw ves practice in sone form of
col l aboration and referral relationship wth a physician,
nurse mdw ves can legally practice as separate econom c
entities fromphysicians in all jurisdictions in this
country.

We have two final points today. Each about
antitrust enforcenent, focus and commtnent. The first
concerns quality of care bug-a-boos. The second concerns
conpetitive effects anal ysis.

As to the first, nurse mdw ves are rightfully

proud of the quality of their services. Study after
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study confirns excellent patient outconmes and patient
satisfaction. Both federal and state |aw, and nati onal
heal th care organi zations including the Arerican Col | ege
of Obstetricians and Gynecol ogi sts, recogni ze the
i nportant and val uable role that nurse m dw ves play as
i ndependent health care practitioners working within the
health care delivery system However, |ocal physicians
wi |l sonetines obstruct opportunities for independent
prof essional practice by nurse mdw ves trotting out
tired and debunked argunents.

Nurse m dw ves' |ack of nedical school training
or nedical licensure will be used to support a broad
range of restrictions purportedly based on sone type of
gqual ity concern, such as insistence that nurse m dw ves
nmust be enpl oyed by physicians to get hospital
privileges, that a physician nust be physically present
for mdw ves to practice, or that nurse m dw ves are not
trained to performservices that they, in fact, perform
every day.

These and other restrictions, while couched in
terms of quality of care, are enpty of nerit, are not
evi dence- based, are usually adopted w thout benefit of
any inquiry, and serve to forestall practice by nurse
m dwi ves and to deny choice to patients.

Wil e the argunents used to support these types
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of restrictions may sonetinmes seem pl ausi ble at first
gl ance, these types of restrictions are not justified and
can be extrenely pernicious. I n many cases, the doctors
who voted to inpose the restriction in question are then
collectively unwilling to provide the collaboration that
t hey have insisted upon as a credentialing criterion. In
t hese and ot her cases, the extra neasures demanded are
not only wholly unnecessary, but are exclusionary,
because the resulting duplicative costs nake nurse
m dwi ves' services uneconom cal for patients and third
party payers.

We urge the Departnment of Justice and the
Federal Trade Comm ssion to require the sane rigor from
t hose who woul d defend an ot herw se anticonpetitive
restraint on nurse mdw ves as you would require from
t hose seeking to defend boycotts, concerted refusals to
deal, and other restraints in other industries.

We recogni ze that quality of care to patients
and excell ent patient outcones, in our case healthy nons
and healthy babies, is essential. So we reject any
suggestion that we are asking you not to consider
quality. In fact, we are asking that you concentrate
your attention very closely on purported justifications
that are raised for restraint on conpetitive practice by

nurse m dw ves.
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This is far preferable than to letting
perni cious restraints escape close scrutiny nerely
because the quality banner is waived.

As ACNMs witten comments make very cl ear
today, after all the studies attesting to the excellent
results of mdw fery care, we are far beyond any real
vul nerability to a so called quality of care defense. A
review of the literature denonstrates, w thout question,
that no quality of care defense could succeed. No
clinical, legal, actuarial or regulatory evidence can be
mounted to support a quality of care, or for that matter,
even a risk of professional liability defense. The
evidence is all the other way, supporting the safety,
quality and | egal and professional autonony of nurse
mdw fery practice. ACNMw || provide copies of al
rel evant articles and studies as follow up coments on

the record of these hearings.

As to the last point, conpetitive effects,
while nurse m dw ves often conpete with physicians, that
does not nean that elimnation of a nurse mdwfery
practice froma market area has the sane conpetitive
effect or lack of conpetitive effect in a community as
does a single physician's |oss of nedical staff

privil eges.
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From an antitrust standpoint, the situation is
quite different. Renoval of a nurse mdw fe froma
health care community is not, froma conpetitive
standpoint or froma patient choice standpoint, a nere
reduction in the supply of conpetitors. Such collusion
takes away from consuners a distinct type of health care
provi der, one who will generally offer services
different, froma different |learning base with a
different type of care orientation and often with a
different cost. And who, thereby, poses critical
conpetition to the preval ent physician practice style in
a conmunity.

| ndeed conpetition fromnurse m dw ves can
spark innovation and conpetitive response in a whol e
mar ket pl ace. In a way that the presence or absence of
one single physician practice may not. Boycotts and
excl usionary practices that deprive consuner of access to
nurse m dw ves pose a nmarked threat to the diversity of
conpetitive choices available to consuners. They also
drive up costs.

Nurse m dwi ves do not benoan our situation or
decry a lack of support or cooperation fromother health
prof essionals. Indeed, we've nade great strides in the
past 50 years and nurse m dw ves have excell ent

rel ati onships with hospitals, physicians and managed care
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firms alike. It's a mnority here who are causing the
probl ens.

In no small measure, though, the presence of
antitrust law, as a deterrent to anticonpetitive abuses,
has been a friend of our growh. The continued vitality
of antitrust is a deterrent to abuses, and as a guard for
diversity, is dependent on the active exercise of
antitrust nuscle.

We appreciate the inportant work the antitrust
agencies do in the health care field and we urge active
scrutiny and action against restraints that deprive
consuners of choice and deprive nurse m dw ves of
conpetitive opportunity.

ACNM has been a strong opponent of antitrust
exenptions in the health care field. As you well know,
the | essons of antitrust nust be continually taught. The
| ast federal antitrust action relating to nurse m dw ves
was resolved 15 years ago. The problens, though, are
still here.

So what does ACNM want? We would |like to see
some enforcenent actions and investigations so that your
staffs can judge for thenselves the restrictions that
prevent consumer access to CNMs in so nmany narkets. W
would i ke to see the potential deterrent effect of

enforcement actions so that fewer CNMs may, in the
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future, be confronted with these restrictions. And
lastly, we would like to see reinstatenent of the forner
Conpetition Advocacy Programto provide conments to state
| egi sl ators and regul ators on conpetitive effect and
effects on consuners of proposed regul ati ons or
| egi sl ation.

Thank you.

(Appl ause.)

DR. HYMAN: John Hennessy is next.

In regard to Ms. Loeffler's comments, | am
pl eased to announce that we've taken care of one-third of
her requests already, because we have reinstated the
Conmpetition Advocacy Project and have been filing
comments with a variety of states. M recollection is
that none of them have involved nurse mdw fery, but that
doesn't nmean we won't do so.

And, in fact, we filed comments relating to a
dental hygienist issue in South Carolina. And, in fact,
| believe have offered testinony on that. But |I'm
running into M. Hennessy's tine. So let ne let himtalk
i nst ead.

MR. HENNESSY: Thank you very nuch. Thank you
for the invitation to speak here today. | wll stick
within ny tine frane.

|"mvery interested in hearing fromthe
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Anerican Col |l ege of Nurse Practitioners. W're a 29-
physi cian practice in Kansas Cty. |In the |last year and
a half we've integrated seven nurse practitioners to our
practice. 1t's been a trenmendous advance for our
patients. I'minterested to see where the profession is
going so we can nerge with you

"' m going to discuss today certificate of need
as a barrier to market entry. I'mfromthe Kansas City,
M ssouri market. [|'ll be taking a very m cro-focus on
how it inpacts us in, in both sides of the state line in
our netropolitan area.

To give you some perspective, in ny career |'ve
been, spent seven of ny health care years as a provider
of health care services, either as an admnistrator in a
hospital or in a nmedical group setting. | spent nine of
nmy years as a purchaser of health care services,
primarily on the west coast. And, fromfirsthand
experience, | can tell you that market entry has been one
of the single nost inportant forces in hel ping nake huge
strides in containing costs, not just for health plans
and enpl oyers, but for patients who have co-paynents and
co-insurances, as well.

In ny experience, the open health care nmarkets
have produced cost contai nment and quality inprovenent,

both in terns of offering new alternatives and forcing
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alternatives to inprove agai nst each other. Open markets
al so pronote access to care by, for giving nore
opportunity for care. And we believe it pronotes
comunity econom ¢ health, as well.

|"min the cancer business, so I'll tell you a
coupl e things about cancer today. One in tw nen, and
one in two wonen, have a lifetinme risk of devel oping
cancer. So a lot of us in this room About 80 percent
of cancer care is delivered in physician office settings.
It used to be a hospital -based treatnment reginen, and in
the last 20 years has changed dramatically.

And five year survival rates have changed over
the | ast years from50 percent to 62 percent in |arge
part because of access to screening and detection,

i nproved technol ogy with new entrance and enhanced access
to care.

At the sanme tine, the cancer incidents, which
is the nunber of new people per year diagnosed with
cancer, is increasing. And the preval ence is increasing,

meani ng that people who are living with cancer, that

nunber is growing, as well. W're successful in treating
the first cancer, which typically neans we'll treat them
agai n.

Access to cancer treatnment is artificially

l[imted by Certificate of Need. Limted access keeps
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vital therapies and technol ogies out of reach and, in
fact, franchises old technol ogi es.

In our experience, CONis a failure as a cost
containment tool. | won't go back through a |lot of the
work that M. Piper did in terns of background, but
clearly paynent nmechani sms over the |ast 20 years has
changed dramatically froma cost based systemto a system
focused on prospective paynent, resource based paynent
and market based pricing. And, while a |lot of states
have changed their Certificate of Need program over tine,
many states still have the sane programit was back in
the ' 70s.

I"mgoing to talk to you a little bit about
Kansas City and what | call a Tale of Two Cities. |['ve
got a map here that shows you the big picture of Kansas
and M ssouri. There's a small picture and that bright
green line there, which is ny technol ogi cal
sophistication, is the state line. There's no nountain
range, there's no river, it's a two |ane road.

M ssouri is a certificate of need state.

Kansas is an open market state, there's no certificate of
need whatsoever. Like | said, the state lineis a two
| ane road. But in terns of access to health care, it may
as well be the Berlin Wall, or the Berlin Wall 20 years

ago.

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

94

In Kansas City, CON is not a cost containnent
tool. And | give you sonme concrete exanples from our
market. Go to the CMS website, look at the triple AP,
doubl e APCC, which is what Medicare uses to pay Medicare
Pl us Choice Plans for Medicare Plus Choice enroll ees.
Jackson County, M ssouri; Johnson County, Kansas; the
exact sanme nunber per capita. That's a reflection of
actual health care costs. Look at the Medicare Plus
Choi ce co-premiuns in that market. You'll see they're
exactly the sane on the Kansas and on the M ssouri side.

If you were to ask for an individual health
i nsurance prem umin Kansas or M ssouri, you'd see that
they're exactly the sane. 1'll give you a snal
exception. The Blue Cross plan in our town, it's a one
percent difference. Wat's interesting is that
difference is |l ower in high deductible plans than | ow
deductible plans. What that says is that it's not the
cost of facilities and hospital beds and the surgeries
that are causing the price differential, if there is any.
So in ternms of how this actually inpacts consuners,
people |i ke you and ne, not |arge organizations, it
doesn't help froma cost containnent standpoint.

We believe CON does not inprove quality of
care. | have two projects that | report to the M ssour

Certificate of Need Commttee on, and the only reporting
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| give to themis the cost of the project, never been
asked on the quality of care we deliver, on the nunber of
patients we deliver care to, just how nuch we spend. No
one asks us anything in Kansas so | think you' ve got a,
probably a case where neither standard is where we'd |ike
it to be, but in either case no one's asked us about
qual ity of care.

The default assunption of CON, therefore, mnust
be that the incunbent equals quality. Now, everything we
know about quality inprovenent in other industries says
that's not the case. |If that were the case you' d see a
nanme, instead of Toshiba here, it would say Gsbourne.

That tells you how many peopl e renenber the Osbourne
conputer. But the original PC was devel oped by a conpany
named Osbour ne.

So what does CON do if it doesn't contro
costs, if it doesn't inprove quality of care? Qur, in
our experience, CON protects incunbent providers,
franchi sees, fromconpetition, investnent and service and
care inprovenent.

Two exanpl es fromour market where market entry
was denied by a Certificate of Need process. IMT is the
first radiation technology to |limt damage to healthy
cells. Radiation kills all human cells, you want to kil

cancer cells you don't want to kill healthy cells. You
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want to preserve the quality of life for patients and you
want to make sure you don't create cancers by, by hitting
cells you shouldn't.

Qur practice was the first to the Kansas City
nmetropolitan market with I MRT in May, 2002. W take care
of the pediatric patients for Children's Mercy of Kansas
Cty who, before our entry in the market, had to go to
Saint Louis or Denver for, for this type of radiation
care. In June, 2002, we had an application reviewed to
be the first to bring this technology to the M ssour
side of the state line. Qur application was opposed by
each and every operator of existing radiation therapy
equi pnment .

We didn't get our application approved. And as
we a appeal through the court systemtoday, only two of
the ten opponents have actually inplenented | MRT as an
i nprovenent in patient care.

Second exanple is PET scanning, positron
em ssion tonography, is a tool used al nbst exclusively in
oncol ogy to detect the effectiveness of our treatnments
and to see if cancer is growing. W were the first to
mar ket in a non-hospital setting in Kansas City. W were
actually the second entered into the market entirely.

And we were at full capacity within eight nonths.

During that tinme, 80 percent of the patients we
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saw had a change in treatnment plan based on PET results.
So this was not a technology that wasn't driving results
for patients, it absolutely was. 1In June of 2002 we
applied to put a PET scanner on the M ssouri side and we
wer e opposed again. \What was interesting here is sone
were exi sting players and sone were players who had no
interest in getting into the market, but were interested
in keeping us fromgetting into the market.

One year later, the only PET scanni ng resources
avai |l abl e for oncology on the Mssouri side are two part
time PET scanners who spend part of their tinme in other,
in either, in Kansas or in other parts of the M ssour
mar ket .

So what does our Tale of Two Cities tell us?
Well, we have broad access to health care in Kansas. |'m
a Kansas resident, so while | benefit fromthis as a
consuner, as an American | really can't tolerate it. But
we have new hospitals. Al the new hospitals that have
been built in the last 10 or 15 years in the nmetropolitan
area are on the Kansas side. W have free-standing
facilities, which are including cancer centers, surgery
centers, small hospitals. Children's Mercy, who has a
facility in downtown, when they had the opportunity to
expand, did it in Kansas because there were fewer

barriers to market entry.
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If you go to the Mssouri side you're going to
see old hospital facilities and very few conmunity-based
options. And the result we see is patients mgrating
from M ssouri to Kansas to get their health care.

We think the Kansas market has broad benefits
to consuners, both patients and enployers. Tinely and
conveni ent access to care is very inportant. 1've done
part of nmy life in the workers' conpensation system And
it's not just getting the care but making sure you get it
timely to nake sure people don't spend tine away from
work, away fromtheir famlies and away from produci ng
inconme for, for their famlies and for their enployers.

My wife had a kidney stone about a year and a
half ago. W waited seven days to get access to a
l[ithotritor, which is reviewabl e under the state | aw
Those were not a pl easant seven days, and | didn't have
t he ki dney stone.

But what al so happens in Kansas is better jobs,
hi gh- payi ng jobs; nurses, physicians, nurse
practitioners, |aboratory technicians, radiology
technicians have all migrated to Kansas as the new
t echnol ogy' s been devel oped over there. That devel ops a
broader tax base. And for those of us on the Kansas
side, better roads, better schools, and nore public

safety.
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The health care free market really is an
econonm c engine for the State of Kansas. It is 14
percent of the gross national product and keeping people
enployed in that industry is good for everyone in the
econony.

So today I wll give, | have an invitation for
the FTC and the Departnent of Justice. Today we filed
two Letters of Intent for Mssouri Certificate of Need.
W're filing for a linear accelerator with | MRT
technol ogy and a PET CT scanner, which would be the first
in the Kansas City area. And ny invitation is to watch
t hese applications go through the process and to see if
this process benefits consuners.

This is not to say there's not a role for
governnent in | ooking at health care markets. But |
don't think it should be as a rationer by limting
supply, but should be in an oversight role in health care
markets, as they do in other markets. And sonme things
t he, the governnent does in other markets is that they
provide information to consuners that hel p them nmake
better decisions. So rather than limting choice, give
peopl e tools to nake that choice better.

In conclusion, Certificate of Need, in our
experience, is an inpedinent to market entry. It's an

i npedi nent to innovation. It's an inpedinment to quality
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i nprovenent. And it, lastly, it's an inpedinent to the
war agai nst di sease and disability in Anmerica.

Thank you for the opportunity.

(Appl ause.)

DR. HYMAN. John is actually our |ast user of
Power Point this norning. And so, in order to expedite
things, if | can ask all of the panelists to come up and
Megan Price, and see where their nanes are.

And Megan Price wll be our next speaker.
We'll do Ms. Price and Ms. Apold, and then we'll go
directly into the noderated discussion.

M5. PRICE: Does that nean you don't nake ne

bigger than | really ameven in real life?

DR. HYMAN: |1'm not sure how the caneras woul d
wor k.

M5. PRICE: Ckay. Well, | guess I'll stand
over here.

MR. KLEINER  David, do you know that |'ve got
a project? W'Il be glad to answer questions. This is
Morris Kl einer.

DR. HYMAN. Ckay. W're -- we actually have
two nore presentations, which will take us until probably
just after noon, and then we'll start the noderated
di scussion with Professor Kleiner.

kay. Ms. Price?
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M5. PRICE: Thank you very nmuch. M nane is
Megan Price, whose background -- | amnot a nurse. M
background is as a reporter and then as a state
| egi slator in Vernont.

| mght explain a little bit about Professional
Nurses Service and explain our experience in trying to
create consuner choice and conpetition in home health
care services in Vernont.

It's been a 23 year episode. Professional
Nurses was incorporated in 1980 as a honme care provider.
We were the first organization in Vernont to apply for
and conpl ete what was then the newy enacted Certificate
of Need process. So, we were the first to go through
this process.

Qur request to beconme Medicare certified as a
home health care agency was opposed then and is today
still by the Vernont Assenbly of Home Heal th Agenci es,
which calls itself VAHA. Subsequent requests have been
made over 23 years. Subsequent requests have been
opposed by VAHA. VAHA is always the only opponent of our
becom ng Medicare certified and they have prevail ed.
There is no choice in Vernont in home health care.

Prof essi onal Nurses Service is prohibited from
provi di ng physical, speech and occupati onal therapies,

medi cal social work services, Mdicaid services for
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adults and sone children and maternal child health care
services. The way they do this is restricting our
i censed nursing assistance to their full skill |evel.
Each tinme the conpany's has applied for CON change or for
a change in state statute, we have been denied. And with
t hat deni al becomes nore power, nore noney flowing to the
ol i gopoly and nore brazenness in the way they behave in
t he mar ket pl ace.

In 1980, VAHA was estimated to be a 20 mllion
dol I ar annual industry in Vernont. Today, that annual
revenue for VAHA is approaching $85 mllion a year. VAHA
continues to grow and expand its corporate overhead while
i ncreasing the nunbers of Vernonters either go w thout
services, or find the services that are offered to them
by the one provider available to their Medicare of
Medi cai d i nsurance and nost private insurance, not to
their liking. They have no choice of anyone else to cal
unl ess they want to pay out of pocket and then they can
call Professional Nurses Service.

It's our estimate that approximately $1 billion
has fl owed through VAHA, which controls nore than 95
percent of all home care services in Vernont in the past
23 years.

You asked us to address the cost and quality

and availability of services. The follow ng quote's
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taken for the March, 1999 Certificate of Need guidelines.
Again, it is a Certificate of Need process in Vernont
t hat keeps the oligopoly in place. These are published
and the CON |aw is enforced by the Vernont Departnent of
Banki ng I nsurance Securities and Health Care
Adm ni stration, known as BI SHCA. These gui delines were
witten 19 years after Professional Nurses Service's
inception. Quote, "Due to the |ack of objective data and
i nformation concerning the quality and access to hone
heal th care services, the Division of Health Care
Adm nistration is currently collecting data on
conplaints, waiting lists, et cetera,” end quote.

This data collection process has literally been
going on for 23 years without resolution. It began nost
seriously in January, 1998, after we went to the
| egi sl ature seeking relief and, and asking and bringing
peopl e who wanted a choice in honme health care services.
We have recently asked for information from Bl SHCA sayi ng
where is the data? Wlere are the reports that you
your sel ves said you' ve been collecting and di ssem nating?
And we were told in the last two nonths that, in fact,
they do collect the informati on and we provide, you know,
data on services provided by ourselves. But the response
was, quote, "Nothing is ever done with it."

Now, with yet another application under way
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fromus with a new adm nistration in Vernont, we've
retained an attorney to ask for this information,
finally, through the public docunents statute. And we
hope to have sone information to determ ne ourselves the
need that we believe and know deeply exists.

As it's clear fromthe above, the state has no
objective data that would create standards by which an
applicant, such as Professional Nurses Service, could
prove the need for new Medicare Certified Hone Heal th
Agency. The issue beconmes one for clients who call us in
desperation, as there's a nursing shortage in Vernont and
nationwmde. | literally speak to young people who have
been Iying in their own waste for three days with no one
to cone take care of them

I n speaking with private insurance, we have
come to believe the Professional Nurses Service costs are
| ower, our quality is conmparable and the tineliness and
the delivery of our services often exceeds that of the
exi sting oligopoly nmenbers. By exanple, | can tell you
that a contract representative froma Col orado based
i nfusion conpany called nme last winter. | handle
contracts for the conmpany. Excuse ne. And they had j ust
signed a contract with VAHA, which also represents itself
to private payers as VNA Health Systens, and sets one

price for private insurance statew de
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But then the oligopoly nenbers, through
Medi car e
accept. This happened after our |ast CON application and
t hey deci ded that the plan we have, as one corporate
of fice and then services statew de, was a good one and
t hey woul d adopt that. And so, for private insurers
comng to Vernont, they called the VAHA central office
through VNA Health Systens and get the set rate statew de
for private insurance.

This insurer was nice enough to tell ne what
they had just signed the contract with for VAHA. And the
rates for a home needs assessnent was $125 t hrough
VAHA/ VNA Heal th Systems. CQur rate is $70 for the sane
service. That would be a savings of $55 per hone care
assessnent for that insurer.

The contractor told ne that the same tinme for a
nursing visit, the fee would be $95 for the contract they
just signed. Wat did we charge? And, again, it's $70
for that visit. This, again, affects the private market
tremendously as well as state and federal tax dollars in
terms of revenue coming in wth no conpetition

In -- excuse ne just a second. Froma quality
per spective, the conbi ned nonopoly power of these 13
agencies, and their corporate status, creates the worst

possi bl e of all nonopoly markets. The current agencies
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are not only insulated fromthe need to inprove and to
i nnovat e services, but managenent is also insulated from
its mstakes. And, as with nost nonopolies, their
managenent is prone to overinvest in capital and
adm ni strative overhead.

In the m d-1990s, just one oligopoly nenber
purchased the former headquarters of the |largest private
insurer in Vernont. And this serves -- understand,
Vernont's entire population is 600,000 people. So when
one small, regional agency buys the multi-mlIlion dollar
corporate offices of a former insurance conpany, people
gasp. Even | egislators gasp.

They canme back a year and a half ago to build
again and add on to that building. So the corporate
overhead, nmultiplied by 13, we consider is quite
substantial and these costs, again, go to private
i nsurance, Medicaid and Medi care.

In an effort to survive in the Vernont nmarket,
excluded as we are from nost Medicaid rei nbursenment and
even private insurance reinbursenent, Professional Nurses
has a system the devel opnent of Vernont's high-tech
program and traumatic brain injury prograns. W were the
first hone care provider in Vernont to receive JCAHO
accreditation. And we're the only provider to guarantee

statewi de services. W were the first conpany to offer
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services 24 hours a day, seven days a week. W're the
only home care provider to offer a State Board of Nursing
an approved, nursing assistant course. And upon
conpl etion of these courses, nurse graduates can sit for
the state |icensing exam these, again, nursing
assi stants.

The availability of honme care services in
Vernont is dimnished because of the nonopoly. There was
unquestionably an unnet need for services and innovati on.
In Vernont, in fact, the Vernont Agency of Human Services
contracts with a nunber of hone care providers who have
no sealant at all. But they're allowed to provide
servi ces through the Agency of Human Services to Medicaid
i nsured popul ations. Wile we have brought this to the
attention of BISHCA, they have told us sinply we don't
have the staff to enforce the | aw and thank you for
conplying with it.

W have a letter we'd | ove to show you. The
following is a brief excerpt froma newy issued report
by the Vernmont Agency of Human Services that says, quote,
"Vernont's fastest growi ng age group is those 85 years
old and older. And Vernont has been unable to adequately
address its need for community based services. Demand
out strips capacity. By the end of this decade the

nunber of peopl e needing assistance will clinb 52
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percent." Despite one agency within state governnent
maki ng t hese kinds of statenments, BISHCA wll tell you,
you have to prove need. There's no evidence of need.

You cannot get a CON. You cannot operate.

What reasons have been advanced to justify
restrictions on the entry? Wll, people have said it so
well. Conpetition's not applicable to health care. Not-
for-profit providers have greater integrity than for-
profit providers. | want to nmake clear here that we are
for-profit conpany, up to 60 percent of our inconme has
been Medicaid. Currently, it's about 45 percent. |
don't consider that cherry picking, which is one of the
ot her all egati ons.

Conpetition would further fragnent the system
and weaken the existing providers. VAHA by the way,
opposes both not-for-profit entries into the market as
well as for-profit. They don't discrimnate, as to
corporate status, entering their market.

Conmpetition would result in less efficient,
duplicative systemw th decreased capacity to subsidize
uni nsured individuals. Conpetition will erode vol une,
reduce the econony's scale for the existing oligopoly, et
cetera, et cetera.

They al so point to other states, which they say

have been ruined by conpetition. Tennessee is anong
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them |If soneone's here from Tennessee, 1'd |ike to know
if Tennessee's in ruins. But |I'mnot sure. And
uni versal access will be lost. dients will be turned
away by sone providers.

The goal of the CON | aws that was adopted in
Vernont was to control the cost of health care. In terns
of honme health care services, when you apply, not one
penny has to be attached to that certificate. |If you
sinmply apply and want to offer services, you nust get a
CON. So there's no dollar cost. Al practitioners, the
healing arts, exenpted thensel ves while VAHA nmade sure
that nurses, if they want to do hone health care, nust
get a CON. So if you' re a physician and you want to open
a physician practice you can spend mllions of dollars
w thout getting a CON at all.

The CON process, in our opinion, is not the
| east restrictive process. And, in fact, increases
barriers to consunmer access. W believe Maine, which
was, | think, was nentioned earlier, which has a
licensing |aw for honme health care, is an excellent idea.
And a bill was introduced this year in the legislature
but it got not one mnute of testinony, while the CON Law
was again rewitten, and again hone health care was kept
exactly the sane. The goal was to go after Vernont's

hospitals to reign in their costs, but at the sane tine,
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t he power of the oligopoly made sure that honme health
care was not changed agai n.

We bel i eve consuner information protection
woul d be enhanced through a | ess restrictive environnment.
Consunmers can call a nunber of providers once they have a
choice. In Maine, all of themare listed on a honme, a
home health site on the web page and they nake, you know,
a consumer infornmed, excellent decisions. | believe
consuners have the capacity to decide what's the best
service and if they don't like it, pick up the phone,
call soneone el se.

For 23 years we've experience what we believe
to be a trenmendous m suse of power by the State of
Vernont. As a fornmer |egislator and reporter, | cannot
nanme them here, but | can tell you there are appalling
conflicts of interest. And the only thing that's going
to change is this federal intervention. W have tried
every |l egal avenue including, recently, standing on
street corners with a banner saying pl ease change the CON
Law in Vernont and free the nurses. And nothing is
getting through.

It will take federal intervention. W ask you,
beg you to conme because I'mtelling the truth when
consuners call nme, they're, when they conplain, the

conplaints are turned right back to the agency for
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fixing. And they are then told, have you considered a
group honme or a nursing home? | don't think that's
appropriate in 2003.

Thank you.

(Appl ause.)

DR. APOLD: Good norning. M nanme is Dr. Susan
Apold, and | am here today on behalf of the American
Col l ege of Nurse Practitioners, or ACNP.

ACNP represents thousands of nurse
practitioners, or NPs, across the nation, and is
dedi cated to inproving access to quality health care
across the |life span.

As President of ACNP, together with our state
and national affiliates, | would like to join with ny
col | eagues i n thanking the Federal Trade Conm ssion and
t he Departnent of Justice for holding these hearings this
norning. | know putting a national dialog to the many
barriers to practice experienced by nurse practitioners
and other qualified health care professionals.

Today, an individual who chooses a career as a
nurse practitioner nust be a registered nurse with a
bachel or' s degree and a master's degree who has
successfully passed a national certification exam nation.
These standardi zed tests are adm nistered by such

organi zations as the Anerican Nurse Credentialing Center
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and the National Certification Board of Pediatric Nurse
Practitioners and Nurses, which are recogni zed by the
nursing and nmedi cal communities, as well as, by the
Medi care program as a neasure of an NP' s conpetence.

Graduate NP progranms require students to
conpl ete advanced di dactic study, as well as, clinical
cl erkshi ps, conduct research and defend a thesis.
Further, sone nurse practitioners, |ike nyself, conplete
doctoral study and, in addition to maintaining a
practice, serve as professors in collegic schools of
nur si ng and medi cal school s across the nation.

NP's are prepared to provide primary health
care and a range of specialty care services to
i ndividuals of all ages. Specialty practice areas
include geriatrics, pediatrics and famly nedicine. NP s
practice in every site of service, including office and
clinic settings, hospitals, long termcare facilities,
hospital s, anbul atory surgery centers, school based
clinics and prisons and across all socio-economc
cl assifications.

For decades, many NP' s have been the central,
if not the only, health care providers willing to serve
many areas in rural and frontier American and in sone of
t he nost di sadvant aged urban communities in the country.

NP's derive their legal authority to practice
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t hrough state practice acts and |icensure. These |aws
and regul ations set forth NP s scope of practice and
prescriptive authority.

NP's hol d an independent |icense. This neans
that we do not derive our authority to practice through a
del egation of duties froma physician. This reality
differentiates us from our physician assistant coll eagues
who practice under the supervision of a physician and
derive their authority to practice fromtheir supervising
physician's |icense.

Thi s i ndependent |icense neans that if NP's
practice, outside their scope of authority, we are at
risk of both administrative and | egal action. W are at
ri sk, not the physician.

Currently, 25 states permt NP s to diagnose
and treat independently. Meaning w thout any physician
col l aboration, direction or supervision. 1In 13 of the 25
states, NP's also prescribe, including controlled
subst ances, independent of physician involvenent.

Anot her one third of the states require that
NP's maintain a collaborative relationship with a
physi cian. Col | aboration nmeans that the physician be
avai |l abl e for consultation, not that the NP nust be
enpl oyed or supervised by the physician.

Frequently, physicians provide these services
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t hrough i ndependent, contractor arrangenments w th nurse
practitioners. The renmainder of the states require sone
| evel of physician involvenment, or involvenent by the
State Board of Medicine, in the regulation of NP
practice. There are currently approxi mately 100, 000
nurse practitioners in the United States.

And, fromhere on in, | can join ny coments
with nmy nurse mdw fe and dental hygi ene col | eagues.

G ow ng conpetition fromnurse practitioners
does wi thout doubt, put pressure on physicians to be nore
cost conscious and to respond to consuner's desire for a
nore holistic nodel of health care. Enpiric evidence
reveals that NP's provide high quality, cost effective
care that results in patient outcones that equal, and
sonmeti nes exceed, those reported for physicians.

Horrocks, Anderson and Salisbury, in the
British Medical Journal, found that, | quote, "Patients
were nore satisfied wwth care by a nurse practitioner,”
unquote. And that, quote, "No differences in health
status were found."

Furthernore, NP care and managenent of patients
with certain chronic illnesses have been shown to lead to
fewer hospitalizations and the need for |ess costly acute
intervention. In 2000, Mundinger et al, reported in the

Journal of the Anerican Medical Association that outcones
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for diabetic and asthmatic patients were equal for
physi ci ans and nurse practitioners, while hypertensive
pati ents, managed by a nurse practitioner, had
statistically significantly |ower diastolic blood
pressure readings. Lower diastolic blood pressures are
linked to reductions in heart attacks, heart failure and
strokes.

Additionally, the literature reflects that
nurse practitioners have inproved outcones, naintained
qual ity and decreased costs in patients with heart
failure, in geriatric popul ations, in emergency roons and
ininfants in neonatal intensive care units throughout
this nation.

Nurse practitioners have been studied for 35
years. Qur quality has not been questioned by the data.
| present these facts not to challenge the need for
physi ci ans and physi cian services, but to conpel us all
to rethi nk whether preconceived notions and the opinion
of physician organi zations that only physicians may
direct care leads to ms-allocated resources and waste in
a system bl eedi ng our econony.

In 1993 alone, it was estimted that annual
| ost cost savings to the health care system fromthe
failure to use NP's to their full potential, was between

$6.4 billion and $8.75 billion. Can or should our system

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

116
continue to | ose an opportunity to invest these |ost
dollars in other, nuch needed health services over what
amounts to arbitrary barriers to practice? The ACNP
believes we are all dis-served by allow ng the current
state of affairs to continue.

In preparation for this testinony, in addition
to looking at the literature, we spoke to our nenbership.
Over 500 nurse practitioners responded to a call for
di scussion of barriers to practice for nurse
practitioners. Qur nenbers reported three predom nant
barriers. First, restrictions on reinbursenment and
i npanel nent on NP's by private, third party payers,
[imting | aws and regul ations and narrow privileges in a
hospital setting.

Lack of direct, third party reinbursenent for
NP services and refusal by managed care organi zations, or
MCO s to inmpanel NP's, is one of the nost frequently
sighted barriers to i ndependent NP practice. Qur nenbers
report that it is a matter of routine for many MCO s to
encourage patients to visit physicians rather than NP s.
To limt paynment for particular services considered to be
within the scope of NP training. O to limt all access
to NP's conpletely by refusing to credential or reinburse
for NP services.

For exanpl e, nenbers have detail ed instances
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where MCO s have advised NP's to apply for provider
status or to send credentialing information, but never
respond to those applications. Qhers report that MCO s
have told them just go ahead and bill for your services
under a physician's nanme. In other instances, MCO s
refused to pay for durable nedical equipnment, clinical
| aboratory tests or prescriptions arising froman NP
order, even when those orders are within the NP's | egal
scope of practice and the NP serves as the primary care
provider for a patient.

| had an interesting experience with this when
nmy orders for radi ol ogy exans were denied by a radi ol ogy
servi ce because they required my coll aborating physician
to have his name on the order. M collaborating
physi ci an contacted the agency and said he understood
perfectly why ny nane needed to be on there. But in the
future, he would not utilize the services of that agency.
Wthin two hours, the agency's requirenent that his nanme
appear on the orders was dropped.

Third party payers require the NP to submt the
cl ai munder the nanme of the physician or require the
order to be signed by a doctor. This places enornous
hardship on these NP's and for the patients who have
chosen themto be their health care provider

Furthernore, such a systemcan |ead to del ays
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and m s-comruni cati ons when results are reported back to
t he physician rather than to the NP who was treating the
pati ent and who needs the information.

When candid, third party payers have sighted a
nunber of reasons for not recognizing NPs fully. | |ist
four this norning. First, lack of understanding of NP
educational requirenments for entry into practice. Next,
increased admnistrative effort to discern variation in
state | aws governing practice and prescriptive authority.
Third, failure to take the tinme to devel op a program for
credentialing NPs. And finally, concern that physicians
may boycott their panels if they include NP s.

ACNP finds the first three w thout any
particul ar persuasi veness, given that the Mdicare
program and sone third party payers, have nmanaged to
devel op systens for including access to NP's within their
pl ans, as well as, direct reinbursenment to NP's for their
servi ces.

Furt hernore, we have had nenbers offer to
assi st insurers in devel oping credentialing guidelines
and policies regarding scope of practice or to serve on
their credentialing or quality commttees. Yet, insurers
generally disregard these offers. Qur nenbership does
not believe that it is a coincidence that physicians are

maj or players on Boards of Directors of many of the
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managed care conpani es.

| nequi tabl e or unwarranted | aws and regul ati ons
at both the state and federal |evels, serve as inmense
barriers to NP entry into the market. At the state
| evel, variation in state practice acts and prescriptive
authority interfere significantly with the ability of
NP's to contribute to our health care systemto the
extent for which we are trained and prepared. It is
frustrating that these differences and | aws and
regul ati ons are not based on science or patient outcones,
but rather are the byproducts of political maneuveri ng,
often by the organized nedi cal comunity.

It is not surprising to learn the barriers to
NP practice generally are nore oppressive in states with
the strongest state nedical associations. The Anmerican
Medi cal Association has, unfortunately, nade it clear to
t he physician coommunity at |arge that every effort nust
be made to block or interfere with NP autonony and
rei nbursenent parity. These anticonpetitive efforts
i nclude | obbying to defeat |egislation granting NP' s
i ndependence and instilling the public sector with
m sl eadi ng i nformati on regardi ng non-physici ans.

In an article appearing on the AVA website, the
organi zation sets forth its two pronged strategy for

dealing with |l egislation which is favorable to physician,
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t o non-physician practitioners. First, and | quote,
"Spend noney. Lobby hard. And work with national
medi cal associ ations and take the approach of: See the
bill? Kill the bill." End of quote.

The second option is to, quote, "Negotiate with
the opposition to get the best possible deal."” End of
quot e.

Al t hough the AMA generally cloaks its argunents
in concern for the public. Statenments, such as that
i ssued after the AVMA House of Del egates neeting in
January of 2001, reveal the true notivation. Quote, "W
are faced with non-physicians extending their practice to
where they should not be.” End of quote.

Organi zed nedicine also attenpts to drive a
negati ve public opinion about the capability of NP's
t hrough m sl eadi ng public comments and policy statenments
that state incorrectly that physicians del egate duties to
NP's and that physicians nust supervise NP's. Both fly
in the face of the state of the |law across the majority
of the country today. Yet the unknow ng reader, or
recipient of this information, including |aw nmakers and
private payers, are influenced by these statenents.

| know that you will be considering the Noerr-
Penni ngton Doctrine and its exceptions tonorrow. | urge

you to consider the very negative and mani pul ative
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efforts, such orchestrated canpai gns of deception have on
consuners. | question why such propaganda shoul d be
t ol er at ed.

By way of illustration, in February the
Anmeri can Acadeny of Pediatrics issued a policy statenent
call ed Scope of Practice Issues in the Delivery of
Pediatric Health Care in which the AAP asserts that the
pedi atrician nmust oversee the pediatric health care team
and del egate patient care responsibilities to NP's and
supervise the NP. AAP goes on to state that the care
provided by NP's is second tier and conprom ses the
quality of health care that should be available to al
pedi atric patients.

The AMA issued an equally troubling and
deceptive policy statenment in April. These and ot her
simlar statenments seemto be cal culated to di ssuade
patients and third party payers fromrelying on NP' s
unl ess, of course, the NP is under a physician's control
and the physician is permtted to be reinbursed for the
NP servi ces.

Al t hough ACNP acknow edges the | eadership of
t he federal governments in recognizing NP services, there
is roomfor inprovement. There are existing federal |aws
and regul ations that inpede NP practice, as well. One of

the nbst common frustrations that we hear from our
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menbers is the inability of NP s to certify and recertify
for hone health care services. Under the Social Security
Act, in order for a hone health agency to receive paynent
for services by Medicare a physician nust certify or
initiate those services on behalf of the beneficiary. 1In
sonme cases, the certifying physician, who does not have a
relationship with the patient, relies upon the input of
the nurse practitioner in certifying a Medicare
beneficiary for hone health.

The Bal anced Budget Act of 1997 authorized NP s
to develop a plan of care for hone care patients but
over|l ooked initiation of this care. ACNP finds this
i nconsi stence and encourages | egislative action to
correct this problem

A maj or concern stenmng fromfedera
| egislation in Medicares and sone private payers, an
equi tabl e rei nbursenment system of paying NP s 85 percent
of the reinbursenment rate, paid to physicians. In the
Medi care context the Bal anced Budget Act of 1997
authorized NP s to bill directly to the program
regardl ess of geographic |ocation. Since then,

i ncreasing nunbers of NP's have obtained their own
provi der nunbers and have billed directly rather than
incident to a physician. These NP's, however, are being

asked to provide the sane |evel of service, which they
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shoul d and do, but get paid |less for identical services
even though NP s incur the same practice expense costs
for delivering these services.

G ven that physicians are arguing that they are
having difficulty maintaining a practice when receiving
100 percent of the fee schedul e paynent, you can
understand that it is even that nuch nore difficult for
NP's to enter and continue in the market. As a result,
the many benefits of NP's, including increasing provider
access for patients, are being jeopardi zed w thout
| egiti mate reason

Finally, our nenbers have expressed their
repeated concern with narrow privileges in the hospital
setting. As in the case of MCO s, hospitals also claim
to be confused as to howto credential NP's and the NP s
scope of practice and concern as a nedical staff
reaction. Yet, even after NP's nmake the effort to
respond to such concerns, institutions still refuse to
grant privileges or grant very narrow privil eges.

Qur feedback indicates that sone hospitals
refuse to schedule patients for testing or for outpatient
| aboratories unless a physician's nane is on the order.
One NP reported that, quote, "On several occasions | have
had abnormal mamogramresults sent to ny col |l aborating

physician's office and his staff sends them back not
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know ng who the patient belongs to. | have had the
experience of my patient receiving the results before |
do."

Anot her NP stated that her involvenment with a
hospital affiliated, urgent care clinic nearly doubl ed
t he nunber of patients the clinic was able to acconmpdat e
per day. In addition, a survey of clinic patients
reveal ed increased satisfaction with the clinic services
that were directly attributable to her.

In spite of these positive changes for the
hospital and the dramatic inprovenent in access to care
for patients have requests to be listed on the referral
page for the clinic and in the provider director were
deni ed.

In closing, NP's face many barriers to
practice. Al of which do a disservice to the health
care systemand the patients that we serve. Nurse
practitioners deliver quality, cost effective health care
Wi thin our prescribed scope of practice as determ ned by
law. We endeavor to be accepted as equal nenbers of the
health care team bringing to health care the unique
perspective of a nursing background.

Nurse practitioners have earned the right to
prof essi onal autononmy in the form of independent practice

and direct reinmbursenent for the vital service that we
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render.

ACNP is hopeful that as greater attention is
given to these issues, many of the arbitrary barriers
wi ||l be renoved and an equitable balance will be found to
achi eve the goal of inproving access to quality, cost
efficient care to patients across the United States.

Thank you.

(Appl ause.)

DR. HYMAN: Ckay. We've got about 20 m nutes
for discussion. Qur general practice is to ask earlier
speakers whet her they wanted to di spute or conment on
anything they heard subsequently since the subsequent
speakers heard the initial speakers first.

So, Tom did you want to say anything? | nean,
or, I"'msorry, Professor Kleiner, first in order but not
in presence.

MR. KLEINER I, | have nothing other than if
there are questions for ne, would be glad to address them
in ternms of the overall effects of licensing on both
practitioners and/or consumers. We'd be glad to answer
any questions along those lines.

DR. HYMAN. Ckay. Tom do you have anything
you'd i ke to add to what you said al ready?

MR. PIPER | think probably the only things

that | would add to what | said earlier was that when we
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| ook at governnent oversight of health care services, |
think it's inmportant that when we tal k about conpetition
and differentiate it fromother kinds of conpetition, you
have to keep in mnd that over half of the revenue that
goes into health care services conmes from public sources.
Whet her we're tal king about Medicare, Medicaid, cash
grants, other kinds of, of revenue that governnent really
has a responsibility, whether it's state or federal, in
order to nonitor those to try to assure that the noney is
being used efficiently, effectively, and toward is higher
qual ity service as possible.

And | certainly conpliment M. Hennessy in his
presentation in, in pointing out the quest for, for
quality. And, but | think first and forenost,
Certificate of Need agencies represent the interest of
the consuners. And we are very concerned about
provi ders' positions, but first we want to see what the
i npact is on consuners.

But 1'd also |ike to conplinent the
presentations on dental hygi ene and on nurse
practitioners because, having enployed both in prior
lives and in lowa, | found that it was sone of the
hi ghest quality services and nost responsive to patient
needs that we were able to provide.

Thank you.
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DR. HYMAN: Do you want to add anything or?

V5. BYRD: l"d, 1'd just like to add that in
dentistry is not nostly publicly funded. Dentistry, at
this point in time, is mainly privately funded and very
l[ittle public funding does go toward dentistry. So
that's part of the problemis because dentistry has
becone unaccessible to individuals who cannot afford to
pay out of pocket or have private insurance. So that
affects it.

And as far as licensing goes, dental hygiene
has reciprocity in nost states and can nove fromstate to
state after national |icensure. Wereas, dentistry does
not. It's restricted and in nost states is not allowed.

M5. LOEFFLER: Actually, | had a question for
M. Piper.

MR PI PER  Yes.

M5. LOEFFLER | was interest in seeing the
results of the studies fromthe auto makers concerning
Certificate of Need but | didn't really see what the
theory of causation was so | wondered what variables were
controlled for in, in comng to the conclusion that
whet her or not a state had Certificate of Need had any
i npact on the cost of health care in that state?

MR. PIPER. Not having conducted those studies,

| don't know all the causal factors went into it either.
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What | do know is that they took actual cost in, in
heal th benefits' prograns that were very equalized
between the states and | ooked at their bottomline, which
is what business tends to do the nost. They feel, and I
| believe that in speaking of Ford, in particular, that
they spoke to the causal factors, were sonewhat critical
of other studies in saying that they had not taken them
all into effect. But | would tell you that I do not have
that information

On the other hand, |ooking at other studies
such as those done by the University of lowa, in |ooking
at lower nortality rates and, and the affect of cost.
But particularly nortality rates, what they had | ooked at
there, init was an, an excellent study of all states, of
over 900, 000 people in order to | ook at the factors that
really had to do with volume. And nore than any ot her
item volunme had to do with proficiency. It oftenis
said the nore you do the better you do is an ultra-
sinplification but it is, is a, is a well-held principle
in nmedicine that proficiency is based upon the quantity
wi th which you do. So higher quantity |eads to higher
quality.

MR. HENNESSY: Two thoughts, one | was going to
actually take Toml s comment and, although, we may

di sagree about whet her government should be rationed or,
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or act as an oversight, governnent does have a very
strong interest in health care even beyond Medicare and
Medi caid. Renenber, that nost premuns in this country
are pre-taxed. So, it essentially is subsidized by tax
dollars and even a |lot of dental premumis, is
subsi di zed in that fashion

The ot her thought 1'd share is on, regarding
the nurse practitioners. W have found managed care to
be a trenmendous obstacle for, for nurse practitioners.

We had one plan that actually said we, you, your nurse
practitioners can't see our patients. And we said, well,
nurse practitioners can see all of our patients and if
you want the same |evel of care the rest of our patients
have you will allow themto see nurse practitioners.

And, to one of your points, we actually | ooked
at the effect of nurse practitioners in the first year of
our practice and we | ooked at increase in urgent care
visits. And while the cost of the visits was $900, 000
nore than it had been the prior year, we saved $1.8
mllion in unnecessary hospitalizations. So, very good
data suggesting that, that works and we're chall enged,

i ke you are, to expand the role of the nurse
practitioners in our office.

M5. APOLD: And that's inportant data to keep

in mnd because prevention is what saves the dollars
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ultimately.

M5. PRICE: Well, | wonder if M. Piper has
any, you know, from our perspective in Vernont, and we're
t al ki ng agai n home nursing, when there's no dollar cost,
it's a service, and if it's Medicare or Medicaid, it's a
fixed price repaynent fromyour state or federal tax
dollars. What would the CON reason be to restrict
conpetition in the industry, which nmerely serves
consuners and keeps them out of a hospital ?

MR. PIPER. Honme health is, is a broadly
debated service as to whether it should or should not be
regul ated under Certificate of Need at all. In Mssouri,
we have never regul ated hone health. Yet, in our
Arkansas, directly south of us, they have done it for a
very long time. That's one of the few services it
regul ates.

What we have found was that in |ooking at hone
health it is often a balance, and you pointed this out in
your presentation, between honme health residential,
assisted living, nursing hone care or even higher |evels
of acute care as various alternatives. And | think that
as you look at that, what I would call a continuum of
care, that that is, is a under, a valued principle. That
is sonething that | hoped that the FTC and the Depart nent

of Justice and, and any state that |ooks at this, needs
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to take into account a bal ancing of all of the possible
alternatives for care for that particular population,
whet her is a disabled population or an elderly popul ation
or otherwise, it could be eligible for that kind of care.

As in | ooking at paynent nechani sns for
Medi care and Medicaid, yes it is a fixed rate, but even
the fixed rate is based upon cost. And, and | think it
is unfortunate, although I'mnot specifically famliar
with the Vernont situation, you do need to have nultiple
practitioners in, in order to make conparative studies.
And if you only have one, it doesn't sound right. But --

M5. PRICE: Tom do you know of any state in
the country that limts physicians by CON, that would
require physicians to get a CON anywhere in the country?

MR PIPER | amfamliar that in Wst
Virginia, as an exanple, which a largely rural state,
that yes, they do require getting the Certificate of Need
to establish many of their practices. | believe there
are a handful of other states. It is not a, a broad
precept, though.

M5. PRICE: Thank you.

M5. APOLD: | just have an additional conment.
| think it bears repeating that ny dental hygi ene and
certified nurse mdw fery colleagues identify the reality

that the battle cry for anticonpetitive behavior is
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al ways one of quality. And yet there are no data to
support that dental hygienists, nurse mdw ves or nurse
practitioners provide a | ower |evel of care or
substandard care. In fact, as nentioned by ny nurse
m dw fe col | eague, the data fly in the fact of that.

And, in fact, indicate that our care is good and, in many
i nstances, provides a type of care that is mssing from
the health care systemthat we have today.

And | think that it's inportant that that be
heard by the public because of the carefully orchestrated
canpaign to limt public access to the types of care that
we provide.

DR. HYMAN. Ckay. Let ne start with just a
qui ck question for Professor WIlson and then | have a
bunch of questions for other people as we have tine to
cover them

The, the data that you showed suggested that if
you ask women, a substantial majority, dependi ng upon the
context, will consent, and | guess you can run the
guestion two different ways. |[|f they' re going to consent
anyway, why bother? Wuld be the sort of pragmatic,
liberty ignoring approach to the issue.

O alternatively, if you asked them and they
don't consent then what happens to nedical education? So

| guess I'd just like to ask you to address both prongs

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

133
of that inquiry.

M5. WLSON: Well, | think with respect to the
first prong, that the idea of discarding consent in this
context flies in the face, and to use another coll eague's
term 30 years of bionedical ethics where we have, we
have cast aside paternalismand we have returned to
pati ents that autonony to deci de what woul d happen with
their bodies. And so, | just think it just fundanmentally
doesn't fit wth what, what el se we've done in, in
medi ci ne.

Wth respect to the ability to train though,
think that you have to | ook very carefully at both the
raw nunbers of people who are willing to consent. And I
t hi nk you al so have to | ook at the absolute need in the
medi cal school years to teach certain things.

There certainly is a possibility to shift
things that we m ght otherw se want to expose people to
in the nedical school years, to training in the
internship in residency years where peopl e have al ready
become conmitted to a path to becone a certain type of
physician. It may be that sone nedical students who are
bei ng exposed to things, because we want to give as mnuch
exposure as we can, even in a context where we ask, could
still be exposed to those things, but later, after

they've conmtted to a path, to actually beconme an OBGYN
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So, | think it's a, a richer, nore conplex question than
j ust raw nunbers.

So, | think we also have to be nore willing.
| f those nunbers decrease, perhaps to nove things out of
the MD years into the internship for the residency years.

DR. HYMAN: Ckay. The next question is for the
various provider representatives on the panel. And we've
heard a variety of elenents, if you wll, that seemto be
driving difficulties. And in no particular order,

i censure/ CON seens to be on of them But there's also
credentialing at a local institution. There's also
l[iability, in ternms of the availability of insurance.
And the risk of liability independent of that. And
there's also reinbursenent, the ability to get into
panels, the ability to get conpensated on a | evel
commensurate with services that you're providing.

So just in terns of conparative magnitude of
those things. And if I'm m ssing sonething, please feel
free to add it. I'mjust trying to get a sense of
prioritization. Wich are the bigger problens, which are
the problens that are there but are | ess significant.
What's the | ow hanging fruit is probably the sort of
managenent speak version of this.

So, Tanm, let ne start with you.

M5. BYRD: | think, for dental hygiene, direct
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rei mbursenent is a crucial factor. One thing dentistry
tends to practice in private practices across the United
States. And what has happened, because of the shortage
of dentists in the United States, the people that are
suffering the nost are our elderly and our
underprivil eged and our school children who don't have
access to offices on Monday through Thursday from ei ght
to five.

I f dental hygienists, and if you | ook at the
criteria, nost dental hygienists who are practicing
i ndependently in the United States are practicing in
areas of hone health and assisted |living areas in school
based program They're practicing in areas that are
undeserved yet we have no ability to be reinbursed. And
so it makes it really hard for a practitioner to be in
these areas. And it limts the access.

So, | would have to say froma dental hygiene
prospective, direct reinbursenent has to be one of the
nunber t hings.

M5. LOEFFLER | would say for nurse m dw ves
that credentialing is the nunber one probl em because if
you aren't credentialed and can't practice then you don't
need to bill anybody.

Billing and rei nbursenent are certainly

secondary issues. But 99 percent of the wonen in this
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cul ture choose to have their babies in the hospital. So,
if we cannot practice in the hospitals, then we can't
serve those wonen.

The problens with rei nbursenent, partially have
to do with the 65 percent Medicare issue because many
private insurers also tend to follow that. And also
getting listed, as ny nurse practitioner colleague was
sayi ng, on provider panels so that you have sone
visibility in the marketplace. |If you're not in the
directory you don't exist. No one's going to call your
of fice.

MR. HENNESSY: For us it's entirely a CON
issue. We, where there's no CON in Kansas, we build
facilities and get themup and running fairly quickly.

On the Mssouri side we, we can't do it.

Froma liability standpoint, that's a business
decision. W can buy liability insurance. It nmaybe nore
expensive but it's a business decision. Reinbursenent,
we're fortunate, even though we have, we have physi ci ans,
we have nurse practitioners and other fol ks, you know,
it's a business decision whether we can get reinbursed or
not .

Credentialing, again, is a business decision.
So, CONis, is the sole barrier for us in terns of, you

know, enhancing the cancer care we provide on the
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M ssouri side of the state line.

M5. PRICE: Speaking for Professional Nurses
Service in Vernont, it is again solely a CON issue. W
could, we at one point had JCAHO accreditation with
deened status which is the equival ent of Medicare
certification. And yet even with that in place and
training nursing assistants for other providers including
VAHA st at ewi de, once those nursing assistants want to
wor k for Professional Nurses Service, they cannot
activate their skill Ievel.

So, while you can get your blood pressure taken
at any pharmacy or order the machi ne through the QVC
channel , or whatever, our nursing assistants cannot do
that. And the barrier for us is strictly |egislative and
really regulatory at this point.

M5. APCLD: It's very hard to pick the | ow
hangi ng fruit because all of those issues are intertw ned
for us in the nurse practitioner comunity. But if | had
to pick the nost inmportant | would say rei nmbursenent
because it's sort of the unbrella issue. And it's
inmportant to note that reinbursenent, certainly, is
fundanmental to our existence but it's not just about
getting paid for our services. |It's also about
visibility. 1t's also about our contribution to the

health care system As long as | amtold, just go ahead
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and bill it under Dr. Smith's nunber, | don't appear
anywhere. | do not exist. And it is very difficult to
advance your profession to | et consuners know who you
are, not the consuners, let nme take that back. They do
know who we are. They're very clear about who we are.

But about the health care community in general.
It's difficult for themto know what we do and the
services that we can provi de because we're hi dden behi nd
this invisible cloak. And the excellence that we provide
conpl etely beconmes subsunmed under another provider's
nunber because of the inconveni ence, the concern, the
concern for boycotts from ot her professional conmunities
t hat the managed care conpani es have.

M5. BYRD: |1'd just |like to add our case in
Sout h Carolina, what has happened is |egislation has
passed the Dental Association and the Board put in
| egislation that says that the individual that is billing
for services actually is the clinical provider of the
services. And the dental hygienist is the clinical
provi der of the services. W actually are |licensed and
regul ated and therefore should be considered the clinical
provi der for those services but we are having to utilize
a dentist to bill for the services.

This is put in as a neasure to try to inhibit

dentists fromparticipating with us because of sone
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l[iability. Yet there are -- our law requires us to have
professional liability insurance and there are no changes
inliability no matter whether we are supervised or not
supervised. So it's been put in as a barrier, this
particul ar issue.

DR. HYMAN: This is a questions for Professor
Kleiner and it builds off of a comment Ms. Byrd made,
whi ch you identified some of the difficulties you are
having in South Carolina with the licensing board. And
t he suggestion that | had heard was we need a separate
board nmade up of dental hygienists in order to regulate
and not be subject to the difficulties by having dental
dom nati on on that board.

And so, | guess Professor Kleiner, given your
skepticismabout all licensure, |1'd be interested in your
comments on that proposal and how you m ght bal ance the
proconpetitive consequences froma dental - hygi eni st-only
board wi thout dentists, but [imt the potential risks
froma dental - hygi eni st-dom nat ed board.

MR. KLEINER:. Well, | think you raised an
inmportant point. And let me just briefly conment on the
i ssue of which of these issues are inportant.

Certainly, fromthe enpl oyee's prospective, the
fact that |icensing has grown so dramatically over the

| ast 50 years suggests that licensing, in general, is an
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area that a | ot of occupations see as a way to provide
prof essionalismon the one hand. But also to restrict
entry and increase earnings and status within the
occupation. And, certainly, if you follow the trends
over the last 50 years it is in the area of the greatest
| abor mar ket regulation.

To answer your question regarding having only
menbers of the occupation as, as nenbers or as
determ ni ng who can be |icensed and who can get in and
who can't, there's been a novenent in a nunber of states
including California, nmy owmn State of M nnesota and
Virginia to have public nenbers on these boards.

And, one additional issue is that that the
occupati ons have, have gone to the |egislature and said,
| ook, this is a cheap way for you to regulate an
occupation and the occupation itself will pay for it
t hrough additional fees. Another question to ask the
State is if it's so inportant for public interest, that
public funds should be used to support these regul atory
boards, which woul d suggest not only nenbers of the
occupation, it can provide professional expertise on what
it takes to do the work. But also nenbers of the public
who can provide a public consumer patient perspective on
what are the benefits and costs of either becom ng

regul ated or additional standards that m ght be inposed
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by the boards.

DR. HYMAN. Does anybody want to conment on
t hat proposal .

M5. BYRD: | will. Dental hygi ene does not
necessarily want strictly a dental hygi ene board. W
wel cone consumer nenbers on board. However, what
happened in South Carolina by being dom nated by a dental
board that enploys dental hygienists, that is what set an
enmergency regulation up with a | oophole, | guess you
woul d say. | guess it's there for energency purposes.
But for a board to wait for the Legislature to recess and
a few days later inplenment an energency regul ation
claimng that |ives were being endangered by cleaning a
child' s teeth without an exam by a dentist is sonething
that if dental hygi ene was not regul ated by our
enpl oyers, that type of energency regul ation could not
have been put in place. Thereby keeping children from
recei ving services for six nonths, costing an
astronom cal anount of noney and costing the state an
extra quarter mllion dollars.

DR HYMAN. Tom

MR, PIPER. David, | think one of the
overriding principles and all the things we're tal king
about is a difficulty in regulation of being able to talk

about what shoul d be because too often a regul ati on has
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to do with what should not be. And one of the great
criticisnms | would have of many regul atory systens, and
certificates aren't even included, is that too often the
state plans, if they exist at all, are insufficient to
tal k about where we ought to be going I et al one how we
ought to get there. W should be able to anticipate
i nnovation. W should be able to anticipate broader use
of health care manpower and woman power and the kinds of
di sci plines that we coul d have.

We're not hel ping custonmers shop. W' re not
even hel pi ng consuners get the right kind of information.
And | think until we're able to put into the hands of the
conmon consuner a price list, a way of rating quality for
practitioners and providers, to have standards of access,
to be able to have a community planning nodel, we're
going to be continually frustrated. And we wll always
criticize regulation because it's still about what you
can't do instead of what you can do.

DR. HYMAN. Well, on that note | would
encour age the panel and anyone el se who w shes to submt
recomendati ons as to how we should tailor our efforts as
wel | as how regul ati ons should be tailored in this area.
Just take full advantage of the opportunity to submt
t hose comments. And we will carefully consider them

|"d like to thank the panel for their
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t houghtful comments this norning --

AUDIENCE: |'d |ike to nmake a comment.

DR. HYMAN: |'msorry, we don't accept conments
from the audience.

AUDI ENCE: |'ve got a question

DR. HYMAN. W don't accept questions fromthe
audi ence, either, as | said at the outset.

So, | wish the audience to join ne in a round
of applause for the panelists, and thank you very nuch.

(Appl ause.)

(Whereupon, at 12:35 p.m, a lunch recess was

t aken.)

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o b~ w N P

N N N N N N P B PR R R R R R
ag A W N P O O 00 N oo O p»d W N -, O

144
AFTERNOON SESSI ON

DR. HYMAN: Wl cone back to the afternoon
session of the joint hearings held by the Federal Trade
Comm ssion and the Departnent of Justice on Health Care
and Conpetition, Law and Policy. This is part of a
mul ti-nmonth process of hol ding hearings on a variety of
issues relating to the performance of the health care
markets, including testinony froma w de array of
di stingui shed panelists and conment at ors.

We are lucky to have a very distinguished panel
this afternoon with us. W've actually copied and bound
short bios for each of the speakers today in a docunent
that's outside. W could easily use up all of our tinme
sinply recounting the exploits of everyone who's going to
be speaking today. And rather than do that, our rule is
everybody gets a one sentence introduction and you can
read about them

So, the order in which people are going to
speak is sort of left toright. As you see at the table,
there's no one there. That's not because there are no
speakers here. It's because we have sone Power Point
presentations and it's easier for people to see it if
they're seated out in the audience. After everybody's
had a chance to speak, we will then convene the panel and

in the time remaining, which will hopefully be about 25
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m nutes or so, we'll have a roundtabl e discussion of the
i ssues that we'll be discussing this afternoon.

| can pl ease ask everybody to turn off your
cell phones. And I think that was all of the prelimnary
introductions. Qur first speaker today is Professor
M chael Morrisey, who's a professor of Health Care
Organi zation and Policy at the University of Al abama
|"mjust going to introduce everybody at once to nake
t hi ngs easi er.

The second speaker is Professor G egg Bl oche,
who's a professor at Georgetown University School of Law
He has the record for the shortest comute for the
di scussi on today because it's right across the street.
Francis Mallon is the Chief Executive Oficer for the
Anmeri can Physical Therapy Association. Steven Lomazow is
here representing -- Dr. Steven Lomazow, excuse ne, is
here representing the American Acadeny of Neurol ogy. He
is a practicing neurologist fromNew Jersey. Dr. Russ
Newman is a psychol ogi st and the Executive Director for
Prof essional Practice for the Anerican Psychol ogi cal
Associ ation. Dr. Jerome Moddell is here representing the
Anerican Soci ety of Anesthesiologists and he's a
Prof essor Aneritus at the University of Florida, College
of Medicine. And then batting clean up, Jeffrey Bauer,

who's a futurist and a nedical econom st studying the
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evolution of the health care system

So, first, Professor Morrisey.

MR. MORRI SEY: Thank you, David. |'mdelighted
to be here. | ama health econom st in the School of
Public Health at the University of Al abama at Birm ngham
and I'"'mthe Director of the -- Center for Health Policy.
"' m here speaking in ny private capacity.

What 1'd like to do is spend a little bit of
time tal king about certificate of need with respect
nostly to hospitals because that's where the research
literature lies, tell you a little bit about sone new
work that's been done | ooking at the certificate of need
in nursing home markets. And then spend the remainder of
ny time |ooking at any willing provider and freedom of
choice laws all in the context of various entry.

As was discussed this norning, certificate of
need prograns were established in the '70s to help
control health care costs. Hospitals, nursing hones and
other providers were required to obtain state approval to
open or to expand a facility. At its peak, all states,
except Louisiana, had a CON Program And according to
the American Health Planning Association, in 2002 sone 36
states plus the District of Colunbia still had sonme form
of certificate of need.

The rationale for CONis that health care
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providers typically in the early days were paid on a cost
based basis and any new facility was essentially paid
for, essentially received the cost that it incurred under
cost based rei nmbursenent from Medi care, Medicaid and,

i ndeed, private payers. Non-priced conpetition in the
formof services, anenities, quality led providers to
expand services and arguably led to duplication of
services. So as a consequence, certificate of need would
control costs by preventing this duplication of services.

In a standard econom ¢ nodel, CON woul d be
viewed as a barrier to entry. It artificially restricts
the supply of a particular health care service and woul d
all ow current providers to charge higher prices.
Provi ders woul d be expected to devote resources to obtain
a CON franchise and to do all they could to keep their
conpetitors fromoffering simlar services.

The proponents of CON tend to argue that health
care markets are not price conpetitive. And as a
consequence, this regulation of supply is necessary to
control cost. CON opponents argue the health care
mar kets are priced conpetitively, that CON franchise
allows the providers to charge higher prices and that an
increase in price conpetition would |ead to greater
demand for CON franchi ses or indeed for a greater

barriers to entry.
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So the question beconmes did CON result in | ower
hospital costs. Anongst the health econom cs comunity
that has exam ned this from an academ c perspective, the
issue is, inm view, largely resolved. There are a
series of rigorous nulti-state econonetric studies from
the '70s, the '80s and the '90s that | ooked at the
effects of CON on hospital costs and concl uded that CON
didn't | ower costs. |In the nost recent work, Conover and
Sl oan from Duke, concluded that CON repeal had no effect
on hospital cost.

And, indeed, there's sone evidence that CON, in
fact, raised hospital costs. In sone work that we did in
the late '80s, early '90s, trying to control not only for
the other factors going on in the hospital markets, but
also to try to take into consideration why |aws were
enacted or kept in place in the states that they were, we
concl uded that hospital costs were in the nei ghborhood of
20 percent higher as a result of Certificate of Need.

Did CON advant age exi sting hospitals? There
have been a series of studies, again, sonewhat dated as
of today. But in the academic literature resolving nuch
of the issue, Monica Noether in the |late '80s showed t hat
hospital costs, and prices were higher the | onger CON had
been in effect. MCarthy and Kass argue the greater CON

toughness resulted in smaller investor owned market
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shares in hospital markets. And sonme work that | did
with Jeff Al exander concluded that hospitals were |ess
likely to join multi-hospital systens, less likely to be
contract managed the longer Certificate of Need had been
in effect. |In some sense that's a characterization of
havi ng nonopoly power, allow ng one to |ive the good
life, at |least fromthe point of view of hospita
adm ni strator.

Did CON affect quality? There's two di nensions
of that side of the question that's been exam ned.
There's sone mi xed, there will be old evidence on
t echnol ogy di ffusion. Mst of those studies have found
no effect of CON on diffusion of technology. It appears
that the market, either by providing services by
unconstrai ned providers or otherw se have been able to
provi de the services.

More recent evidence has tried to | ook at the
effects of CON on nortality. Sone early work by Short el
and Hughes found that CON i ncreased Medicare in hospital
nortality. Mre recently, Robinson and col |l eagues found
that the substantial growth in coronary artery bypass
graph prograns in Pennsylvania after the repeal of CON
but no effect of that increase on fatalities in the CABG
area. And nuch nore recently in a 2002 paper in the New

Engl and Journal of Medicine, Vaughan-Sarrazin and
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col | eagues found that Medicare CABG nortality rates were
hi gher in states w thout CON.

The issue, at |east anobngst econom sts, with
the nortality literature and the effect of CONis that
t he causation can run in two directions. On the one hand
there's the argunment that repeated efforts at a
particul ar procedure nakes one better at it. So volune
i nproves quality. But the causation can run in the other
direction as well in the sense that because |I'm an
excel l ent provider, volunme finds its way to nme because
"' m known for doing good procedures. And so the
direction of causation isn't all together clear in this
literature.

As | say, nost of the literature to date has
focused on the hospital market. There has been sone
[imted work | ooking at the nursing home market. The
standard nodel used by econom sts in | ooking at nursing
homes is that nursing homes face both a private,
relatively inelastic demand and a perfectly elastic
Medi cai d demand. So, they face two markets. Providers
are alleged to price discrimnate, charging what the
market will bear in each market. And that Certificate of
Need serves to limt Medicaid expenditures while allow ng
private residents to be cared for at market prices.

The argunent has been that the, one of the, at
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| east, major purposes of Certificate of Need in the
nursing home market is to try to control state Medicaid
nur si ng home expenditures. So the argunent is that
private patients can find placenents in nursing hones
payi ng the market price. And the rest of the honme is
filled wwth residents who are covered under Medi cai d.

That there's, at least as this theory is put forward, a
relatively | arge cohort of fol ks Medicaid eligible who
could be in a nursing honme if there were sufficient beds.
The Certificate of Need Programlimts those nunber of
beds, limting the expenditures for Medicaid patients and
thereby limting state Medicaid expenditures.

To date there's been no direct evidence |inking
Certificate of Need to Medicaid nursing hone
expendi tures. There have been a series of studies that
have | ooked at parts of the story. Charlotte Harrington
and col | eagues | ooked at the presence of Certificate of
Need or construction noratoriumin the nursing hone
mar ket and found that, indeed, CON and the noratoriuns
appear to reduce nursing hone debt growth. MIller and
col | eagues, in a couple of studies, concluded that CON
redirect its spending out of nursing hones into hone and
community based services. And that CON had resulted in
hi gher per capita long termcare expenditures.

I n sone undated work, Conover and Sl oan,
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actually in the late '90s, concluded that CON repeal had
no statistically significant effect on Medicaid plus
private nursing hone expenditures per capita. So a
suggestion there that CON was not controlling nursing
hone costs.

In some work that ny coll eagues and | have
forthcomng inquiry this sunmmer, we |ook at the effects
of the repeal of Certificate of Need in the nursing home
mar ket focusing on Medi caid nursing home expenditures.
Anal yze the data in 1981 through '98, | ooking exclusively
at Medicaid nursing honme expenditures and then at
Medi cai d expenditures for nursing homes and | ong term
care. And we find no statistically significant effects
of CON repeal on Medicaid expenditures.

CON may not be binding in the case of nursing
honmes and/or it may be that there are now many nore
substitutes available in the long termcare market. And
to the extent that ol der adults can now be placed in
assisted living facilities, in foster care and those
sorts of prograns. The pressure on the nursing hone
mar ket may have changed such that that CON has no | onger
the bite that it arguably may have had earlier

So, with respect to CON, what the research
l[iterature tends to conclude is that CON has been

ineffective in controlling hospital costs. It may have
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rai sed costs and restricted entry. There have been no
studies, at least to ny know edge, that have exam ned the
effects of CON on prices paid by managed care pl ans,
al t hough the presunption would be that those prices would
be higher as a result of CON s presence.

| f anything, managed care and increased
conpetition would benefit from having additional
providers being willing to negotiate |ower prices and if
Certificate of Need is constraining in the hospital
mar ket, one woul d expect that managed care plans woul dn't
be able to get as low a price as they otherw se woul d
have. It's also the case that CON has probably del ayed
entry and reduced conpetition in those hospital markets.

On the nursing honme side, CONis, in our
judgnment, ineffective in controlling Medicaid nursing
home costs. It may have restricted the supply of beds
but we can't find evidence that the elimnation of CON
led to a statistically significant increase in Mdicaid
expendi tures probably because of the many new substitutes
i n nursing hones.

| wanted to also |ook at any willing provider
and freedom of choice laws as barriers to entry into
managed care markets. Any willing provider and freedom
of choice |aws essentially require an HMO or a PPO to

accept in its panel any provider willing to accept the
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terms and conditions of the contract. By the md 1990s,
by our count, 11 states had any willing provider |aws
t hat covered physicians, nine had them applicable to
hospitals and 25 states had any willing provider |aws
appl i cabl e to pharnaci es.

Wth respect to freedom of choice |aws, they
require that an HMO and/or PPO all ow a subscriber to use
a non-panel provider and to obtain partial paynment from
t he managed care plan. Again, by the md-'90s, that is,
let's say, 1995, our count identified some six states
t hat had freedom of choice | aws covering physicians, five
covering hospitals and 18 states had freedom of choice
| aws covering pharnmaci es.

Now, arguably what happens with freedom of
choice and any willing provider laws is that they get in
the way of the one thing that, in ny judgnent, managed
care does well: selective contracting. Over the, at
|l east the first half of the "90s, it's clear that managed
care was successful in reducing the rate of increase in
heal th insurance prem uns during the '90s by selectively
contracting, essentially trading volume for |ower prices.

Any willing provider in freedom of choice | aws
reduces or elimnates the ability of a managed care pl an
to effectively selectively contract.

Let's ook first at any willing provider |aws,
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then the freedom of choice | aws and then at what the
enpirical literature says about what effects it had.

Wth respect to any willing provider law, an HMO or a PPO
exchanges the prom se of volunme for a |ower price froma
provider. So, I'mwlling to direct nmy patients to your
hospital or to your pharmacy network if you're able to
give nme sufficient quality and a good pri ce.

The any willing provider law elimnates the
exclusivity of the contract. So the effect is that as a
hospital, you're nowless willing to offer nme a | ow price
because | can't assure you the volunme that you ot herw se
woul d have. |In essence, because of the any willing
provider law, you agree to a | ow price but now your
conpetition down the road agrees to accept that sane
contract at the same price. Sonme of the vol une that
woul d have directed to you now gets directed to the
provi der down the road. And as a consequence, none of
the providers can get the volune that they otherw se
woul d have. And as a consequence they aren't willing to
offer the price that they otherw se woul d have, at | east
in theory.

Wth respect to freedom of choice | aws, under
t he freedom of choice | aws subscribers face | ower out of
pocket prices if they use a non-panel provider.

Essentially, a managed care plan may have a small|l panel
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of providers for which one, as a subscriber, one pays
maybe a ten or a $20 co- pay.

Under the freedom of choice |aw, the nanaged
care plan has to allow other providers, allow their
subscribers to go to other providers who aren't part of
t he panel and the managed care plan will pay not the ten
or will not require the $10 or the $20 co-pay but may
require a $30 or a $50 co-pay. So, one can step outside
of the narrow network to get care from other providers.

Thi s gives sone providers sufficient, sone
subscribers sufficient incentive to use the non-panel
providers. This reduces the volunme that the managed care
pl an coul d assure and as a consequence, the panel of
provi ders, the smaller panel of providers doesn't get the
vol une that it otherwi se would have and isn't willing to
quote as low a price.

Well, what sort of enpirical evidence do we
have on the effects of any willing provider and freedom
of choice laws? Well, there are really a couple of
issues. The first is that these laws aren't randomy
di stributed across the states but result as a consequence
of the political process. Evidence fromwork that
Marstell er and col |l eagues at the Urban Institute and ny
col | eagues and | at UAB have tried to | ook at which

states have enacted any willing provider and freedom of
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choice laws. And essentially conclude that those | aws
tend to be enacted in states where managed care has not
yet been prevalent. Essentially, the take from both of
these studies is that the | aws appear to be preenptive
efforts to keep out managed care.

Well, given that what effect does any wlling
provi der and freedom of choice | aws have on health care
spendi ng? There's been one study that | ooked at that by
M chael Vita published in 2001. And what he does is | ook
at those any willing provider and freedom of choice | aws
and create an intensity of regulation variable and
controlling for other factors tries to | ook at the
effects of that regulation on health care spendi ng per
capita. Finds that those states with intense freedom of
choice, any willing provider |aws have spendi ng on
physi cians that are 2.7 percent higher, spending on
hospitals that are 2.1 percent higher, and overall health
care spending that's 1.8 percent higher. The suggestion
here is that managed care plans were inhibited from
negotiating lower prices with providers and as a
consequence the cost they had to incur for providing care
was hi gher

In sonme work that we currently have underway,
we have | ooked at the effects of these |aws on HMO mar ket

share. One would argue that if these laws are
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successful, what they would do is nmake managed care | ess
attractive relative to nore traditional insurance plans.
And so as a consequence the nmanaged care plans woul d have
a smal |l er market share.

So we | ook at netropolitan areas using that
nmeasure of high intensity, any willing provider, freedom
of choice laws in the sane way that Vita does. And what
we conclude is that HMO market shares were six to seven
percentage points lower in areas where any willing
provider, intense any wlling provider and freedom of
choi ce | aws exi st ed.

We al so found that freedom of choice |aws
tended to reduce market share nore than any willing
provider |aws and that |laws affecting physicians tended
to reduce market share while hospital and physician | anws
were not nearly as effective in that regard.

So, in summary, the any wlling provider,
freedom of choice laws tend to work as barriers to entry
to managed care. The |laws appear to be preenptive in
that they have been inplenented in states where managed
care is less prevalent. The |aws appear to increase
heal th care cost and to reduce at | east HVO market share
The findings are consistent with the view, with [imting
the ability of HMOs and PPO s to selectively contract.

And that while our study and the earlier ones have | ooked
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at the first half of the '90s, my suspicion is that sone
of this effect has been attenuated in the late '90s
because of the managed care backl ash that we've seen
And had that not enmerged we woul d see, you know, a nuch
greater concern about the effects that these | aws have
had.

So wth that, I will relinquish ny remaining
time and | ook forward to the discussion.

(Appl ause.)

DR. HYMAN:. Thank you, Mke. Next up is
Prof essor G egg Bloche, who is going to talk about a
slightly different elenent of the regulation of health
care and that is self inposed regulation or maybe not so
much sel f inposed. Speaking about the market for nedical
et hi cs.

DR. BLOCHE: Thank you, David. | do not have a
power point presentation. As sonme of you may know, |aw
professors in |aw classes tend not to use power point.

We | aw professors know that a picture is worth a thousand
words. We just prefer the thousand words.

| am al so not an antitrust scholar. | should
fess up at the outset, although apparently | do play one
on T.V. And what I'mgoing to talk about today is seen
by sone to be a topic at the irregular and unseenly

margins of antitrust law. It's certainly a topic that is
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bitterly controversial, | gather anongst the antitrust
scholars. |I'mnot going to address the topic as an
antitrust scholar. But | amgoing to address the topic
froma perspective of, | think, of know ng perhaps a bit
and thinking at least a little bit about the role of
various nedi cal ethics norns and ot her mechani sns of self
covenants in the nedical marketpl ace.

And | want to begin with where virtually al
such discussions, | think, need to begin. An article
publ i shed just about exactly 40 years ago by the Nobel
W nner in econonm cs, Kenneth Arrow, an article published
in the American Economic Review called "Uncertainty in
the Welfare Econom c of Medical Care.™

And Arrow offered up a claim a central claim
inthis article which is rather peculiar as a claim
certainly peculiar as a claimto cone from an economi st.
The claimwas and is that physician adherence to an
anticonpetitive ethic of fidelity to patients and
suppression of pecuniary or financial influences when
clinical judgnent pushes nedical markets towards social
optimality. That being anticonpetitive in the literal
sense of the word would nove markets not away from
optimality but toward optimality.

And this, of course, stands conventional

econoni cs wi sdomon its head. It did then and the
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conventional w sdom anongst heal thy econom sts today is
that this claimis either naive or outdated. Arrow s
story was essentially this. That anticonpetitive,
pr of essi onal norns can conpensate for information
asymmetry, for uncertainty in nedicine and for noral
hazar d.

Now, I"mgoing to pretty nuch assune that you
all know what those things are about. | do have an
article called the "Market for Medical Ethics" that sets
forth sone of these argunents in nore detail. It ran in
the Journal of Health Policy, Politics and Law. And al so
a related piece that ran in Stanford Law Revi ew | ast
Decenber called "Trust and Betrayal"™ in the nedical
mar ket pl ace.

kay. So this notion was at odds with health
econom sts' nore typical treatnent of professional norns
and any self governing nornms within an industry as
nonopol i stic constraints on contractual possibility. And
Arrow acknow edged that all industry w de norns of
conduct limt the options for econom c exchange. |If
there's a normthat you're follow ng as a nenber of any
i ndustry, it means you can't deviate fromthat norm and
of fer buyers another alternative. And that reduces
conpetition anongst sellers, of course.

And for some commentators, the very fact of
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such limts is proof enough of the perniciousness of
prof essional norns froman efficiency perspective and |I'm
aware that there are sone in academ c antitrust |aw who
are of that view. Judge Richard Posner treats the common
i deol ogy, as he puts it, of guild nenbers, of nenbers of
any professional group, the comon ideol ogy concerning
matters of quality and craftsmanship as tools for making
production into a cartel in order to serve the interest
of menbers whenever there is comon norns about how a
craft should be conduct ed.

And in this view, so called guild ideol ogy,
deceives both its adherence and the public concerning
gui |l d nenbers furtherance of their own interests at
soci ety's expense. And guild norns or professional
nornms that express this ideology in this view, in this
classic view, do not deserve the |laws deference. To the
contrary, the suppression of the conpetition is brought
about by these kinds of norns within a profession or
gui | d ought to be the object of legal attack if we're
going to achieve a nore conpetitive econony within that
pr of essi onal sphere and sonmething closer to this
optimality. That at least is the classic story, which
"1l call the proposed Narain story, but there are lots
of other who adhere to this view

Now, Kenneth Arrow did not deny that physician
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adherence to an ethic of fidelity to patient and an ethic
of suppression of pecuniary influences at the bed side
serves the nedical professions of self interest. In
fact, built into Arrow s story is a long term versus
short termtrade off. The core idea is that physicians
resi st bed side financial tenptation, supposedly. Notice
I|"mnot claimng nyself that this is all true but this
was a kind of an abstract nodel that was val ued by many,
back in the early '60s, at |east.

The notion here again is that physicians resist
bed side financial tenptation. On a case by case basis,
in order to reap the longer term reputational, and
therefore financial rewards of proceed adherence to this
ethic. You mght be able to get a short term gain by
cheating on your patient at the bedside today providing
t hem nore expense tests when you can get away with it.

But if you do that over the long haul, so the |ogic goes,
you'll get a bad rep. Patients will trust you |ess.

Per haps ot her col |l eagues who m ght refer you patients
will trust you less and you'll do less well. So it nmakes
sense to adhere to this ethic of short term suppression
of pecuniary interest. So at |east went the story.

Arrow and critics who view this and ot her
prof essional norns as pernicious froma social welfare

perspective, differ not over whether these norns protect

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

164
and refl ect professional self interest, but over whether
they yield welfare gains or welfare | oses. By conparison
wi th a hypot hetical absence of such, self constraint.

And the question of how | aw, especially antitrust |aw,
shoul d treat professional ethics is closely linked to how
you answer this underlying controversy.
But the question of |aws, treatnent of
pr of essi onal ethics shows up in other ongoing | egal
controversies as well outside the antitrust sphere. It's
an issue in the context of conflicts over the | awful ness
of financial rewards to physicians for futile practice,
conflicts over the authority of treating physicians
versus health plan managers when nedical need is at
issue. And it's at issue in conflict over the
supervi sory powers of health plan nanagers over clinica
practitioners. Tension in all these contexts between
prof essi onal norns and nore immedi ate market pressures.
Back to antitrust |law where this tension is
nost visibly an issue. Over the past quarter century or
so, an antitrust doctrine has come to view professional
norms with skepticismas so called naked restraints on
trade. But courts have allowed ethics norns, sone ethics
norns, to survive antitrust's scrutiny through a variety
of doctrines that enable these norns defenders to argue

t hat they advance consumer wel fare or other public
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pur poses.

And the three principal doctrines that have
been evoked, all doctrines that are bitterly
controversi al anongst antitrust scholars and | awyers are
t he worthy purpose exception, the market failure defense
and the rule of reason. And nost fanously, four years
ago, in the case California Dental Association versus
FTC, the U S. Suprene Court signaled an increased
willingness to entertain exactly these kinds of
argunents.

The Suprene Court, as probably nost of you
know, offered a market failure rationale in defense of
ethical rules, professional ethical rules that govern
clainms about |ow or discounted fees. And there are a |ot
of folks, especially free market, pure oriented antitrust
fol ks who are really unhappy with the Cal Dental
deci si on.

Now, if the goal of health care policy and | aw
is to maxim ze the social welfare yield from nedica
spending, and | |eave open the question of whether that's
the goal but 1'll assune for the rest of ny remarks that
it is, if that is the goal then consideration of the
pl ace of professional ethics in health policy requires
that we pose three questions.

First of all, how can we distingui sh between
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prof essi onal norns that enhance social welfare even if
anticonpetitive in sone sense and the norns that
therefore nerit our deference and perhaps even sone | egal
protection. And norns that reduce welfare, how can we
di stingui sh between norns that enhance wel fare and ones
t hat reduce wel fare?

Second, when we conclude that a professional
normis, in fact, socially undesirable, how should we go
about choosi ng anong regul atory and | egal strategies and
deference to markets as neans for dissolving the nornf
Just because we decide, just because we believe that a
normis socially undesirable doesn't nean that we shoul d
therefore intervene in a regulatory or a legal fashion to
push the norm back, to dissolve the norm Maybe the
market will attend to that.

And third, when we conclude that a professional
normis socially desirable, how do we go about, how
should we go about preserving it? Should we defer to
mar ket out conmes and perhaps shield select forns of
prof essional collusion in support of norns fromantitrust
intervention? O should we defend the normactively
t hrough regulatory and | egal intervention?

Now, ny focus today is on the first of these
t hree questions, since time is short. Froma public

policy perspective, though, the second and third are
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equally inmportant. It's hardly obvious that a socially
undesi rabl e norm shoul d be targeted by judges or
regul ators rather than left just to wither in the
mar ket pl ace. And nor is it clear that a norm which is
socially desirable, needs |egal or regulatory support to
survive.

Goi ng back to Arrow for a noment, Arrow s story
about nornms of fidelity to patients and suppression of
case by case self interest was not a story about what
regulation did. It's a story about a normthat energed
as a result of market pressure.

Now, let's go back to Arrow again. Arrow s
expl anation for the ethic of suppression of self
interest, it's inportant to put information problens
front and center. And here's the core of Arrow s
argunent. Arrow argued in brief that patient's
uncertainty about the effectiveness of nedical care is a
barrier to the marketability of nedical services because
peopl e don't know what they're going to get when the
doctor prescribes sonmething. They' re uncertain about its
val ue and that will discourage people from buyi ng nedi cal
services, assumng for a noment that nedical care is
about as reliable as any other commercial product sold by
sonmebody who can cut and run

The cl assic market response to uncertainty and
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risk, Arrow pointed out, is the offering of insurance.
Here insurance agai nst the undesired outcones of nedical
care. Notice we're not tal king about nedical mal practice
i nsurance only for nedical negligence. Nor, of course,
are we tal king about insurance that covers the cost of
getting nedical care. W're tal king about insurance
agai nst getting a negative outcone. |Insurance agai nst
not getting cured or made better as a result of going to
your doctor and saying yes to what your doctor recomrends
t hat you do.

For technical reasons, though, which we could
get into if there were nore tine, for technical reasons a
mar ket for insurance for the outcones of nedical
treatment has not developed and is unlikely to energe at
any tinme in the near future. And without this kind of
i nsurance, Arrow pointed out, consumers who m ght benefit
fromnmedical care but are disinclined to bear the risk of
poor results, are going to demand | ess nedi cal service
than they, quote, unquote, should froma socially optina
per specti ve.

And here's where the professional ethic of
fidelity to patients and suppression of self interest
conmes in. By nmaking nedical advice nore trustworthy,
Arrow suggested, these ethics conpensate to sone degree

for consuners' uncertainty about clinical outcomes and
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consuners' inability to purchase insurance agai nst
di sappointing results. Now, notice sonething else that's
assunmed in the Arrow story, which people believed back
then to a greater extent than they do today about nedi cal
treat ment.

Back in the early '60s, it was a kind of
cul tural high point that people trust their physicians.
Peopl e thought that physicians knew what was right and
what was wong. The average |ay person was probably
utterly convinced that when a doctor recommended a
treatnment that that doctor had solid enpirical data to
support it.

Now, our little dirty secret in the nedical
worl d has kind of |eaked out through the help of the
Heal th Service Research community. And that is that the
maj ority of decisions that doctors make every day don't
have solid enpirical evidence behind them Many of you
know about the research that John Wnberg and ot hers did,
pi oneering research back in the '70s and '80s on clinical
practice variations. And that research led to a whole
generation of additional health services research that
docunented in extraordinary detail the broad range of
practice variations in nedicine and the |ack of enpirical
basis for a lot of practices. So, to sone extent this is

additional clinical data and enpirical data that
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underm nes part of the Arrow story.

In any event, so long as you believe that
patients know | ess than their doctors do about the
out comes of nedical treatnent, there's still sonething
left to the Arrow story. And Arrow characterized
prof essional commtment to the ethic of fidelity to
patients and the ethic of suppression of financial self
interest as, in essence, a long term marketing strategy.
Physi ci ans nmade this commtnent in order to win their
patients' confidence. Therefore, this ethic is, as Arrow
put it fanpusly, quote, part of the commodity the
physician sells. And | enphasize sells, unquote.

Thi s mar ket based account casts physici ans’
commtnents to professional standards of care,
suppression of self interest and avoi dance of what Arrow
call ed, quote, the obvious stigmata of profit maxi m zing
as signals of physicians' intentions to act on buyers
behal f as thoroughly as possible. And because
prospective buyers -- that is, patients -- respond to
t hese signals by purchasing nmedical care at increased
| evel s, the story goes, professional norns that reinforce
this kind of conduct and comm tnent are in physicians'
long-termcollective self-interest.

And then Arrow makes the next, the next nove

Arrow makes, he hol ds that because consuner reliance on
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nmedi cal advice yields net benefit, sonething you can
still believe even in the face of this new evidence |
nmenti oned about the uncertainty that physicians have
about what they do, if you believe that the advice that
t he doctor gives is less than randomy likely to be
useful, you can still buy this part of Arrow s story
because consuner reliance on nedical advice yields net
benefits. Physicians' anticonpetitive professional norns
al so enhance social welfare.

Now, notice sonething about how |I' musing the
termanticonpetitive. | amnot using the terminits
per haps al nost euphem stic way, and the al nost
euphem stic way that it is used by sone in the antitrust
sphere. Sonetines the word anticonpetitive in antitrust
cases seens to nean literally restraints on conpetition
between actors. Oher tines one gets the inpression, and
Peter Hemmer fromthe University of M chigan anongst
others has witten about this, other tines one gets the
i npression that the termis used as euphem sm for
soci ally suboptimal so that ironically certain noves by
conpetitors that mght be anticonpetitive in the literal
sense of that word get treated in the case | aw as
proconpetitive.

Now, as a non-antitrust scholar, I amin no

position to plunge into the norals around the use of that
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term |I'mnerely saying that when | use the term
anticonpetitive | mean it inits literal sense,
restrictions on the alternative actions that actors in
conpetition with each other are permtted to engage in.
And | don't nmean it, therefore, as necessarily either a
pejorative termor a positive term

kay. Since the 1970s, a grow ng nunber of
commentors from across the ideol ogi cal spectrum have cast
the ethics of the medical profession as a programfor
self interested restraint trade. And they've cast doubt
on the Arrow story. Sone commentaries seemto presune
that the nere discovery that an ethical normlimts
buyers and sellers freedom and benefits sellers is enough
to establish the norns social on desirability.

More sophisticated critics of professional
ethics offer powerful argunents for the inefficiency of
particul ar anticonpetitive norns, especially prohibitions
agai nst advertising and price conpetition. And nore
controversially contractual |owering of clinica
standards of care. And JimBlunstein and C ark
Havi ghurst are two of the senior figures advocating that
Vi ew.

These critics tie the norns they target to | ost
opportunities for consuners to |l earn nore about the

quality and prices of alternative providers to obtain
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equi val ent services nore cheaply and to act on their own.
It is cost benefit trade off preferences, by choosing
| ower levels of care at | ower cost.

Consi deration of the social welfare
i nplications of professional nornms can now draw on a new
body of research and schol arship that aspires to explain
the origins and the persistence of informal, non-Iegal
norns in all sorts of settings, in lots of different
settings outside the professional ethics sphere as well
as within professions.

And | would point to Robert Elickson's theory
of welfare maxim zing norns as an especially influential
exanple of this body of work. Robert Elickson's
hypot hesis is that menbers of a close knit group devel op
and mai ntain informal social norns whose content serves
to maxi m ze the aggregate welfare that nenbers obtain in
their work a day affairs with one another.

And this is a story that's consistent with
portrayals of physician's ethical nornms as a self serving
restraints on trade. Elickson and his followers have
studi ed various close knit groups from Shasta County
cattlenmen in California to dianond traders in New YorKk.
And they've identified governing non-legal nornms. And
t hey' ve offered persuasive argunents for these norns

efficiency within these comunities.
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The medi cal profession to sone degree resenbl es
t hese cl ose knit groups which sustain their non-| egal
norns through peer feedback, gossip and reputational
sanctions. And | underscore that the nessage of Elickson
and his followers is very nmuch one of needing those kinds
of mechani snms and needing this culture, this close knit
culture in order to support these informal norns.

But there are problens with applying this story
to the nedical professional. D visions anong physicians
that arise from specialization, geography, status and
institutional arrangenents nake the sustenance of self
serving norns through informal feedback and gossip a | ot
nore problematic. And there's good reason to suspect
t hat the nmedi cal profession has becone even | ess cohesive
since the publication of Arrow s article forty years ago.

Doctors practice today within very diverse
institutional and financial context. Milti-specialty
group practices, all sorts of arrangenents with health
pl ans and provi der networks and highly variabl e financi al
incentives exist along side the old solo and small group
fee for service practice nodel that was the normin 1963
and is still found in many pl aces today.

A nore tangible sign, |I think, of the
prof ession's di m ni shed cohesiveness is the increased

wi | Iingness of physicians to testify against their peers
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on plaintiff's behalf in nedical nalpractice suits. This
was quite rare up into and through the early 1960s in
| arge part because of physicians' distaste for turning
agai nst each ot her.

The medi cal profession's internal cleavages
al so cast doubt on the notion that any one set of norns
can maximze the welfare of all or even nost physicians.
The profession has becone a conplicated m x of
over | appi ng subgroups who both share a conpeting
interest. And it's therefore hardly clear that
traditional physician ethics, including even the norm of
fidelity to patients and the suppression of financial
self interest maxim ze the medical profession's aggregate
wel fare | et alone society's welfare.

There have been sone recent efforts to explain
t he persistence of non-legal norns in a different way in
terns of their expressive function. And these norns
arguably apply to a large extent to the debate about
professional ethics in the antitrust sphere. And these
recent efforts, | think, cast further doubt when the idea
t hat physician norns nmaxim ze the profession's or
society's welfare.

It's been suggested that people often abide by
soci al norns not because the nornms are efficient within a

community but rather because the norns have taken on
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meani ng as signals of ones cooperative nature. And
therefore, signals of one's desirability as a potenti al
partner in collaborative effort and signals of one's
reliability.

And there's a notion here that holds that once
a normis fixed in place by comon understandi ng, such as
signal, it's difficult to dislodge that normeven if it's
wasteful in the aggregate for the group that abides by
this particular normas a signal. And even if it adheres
to an alternative normas a signal could, in theory,
performthis signaling function at a | ower cost.

Now, to the extent that physician norns perform
this signaling function, their persistence can not be
t aken as evidence that they've maxi mzed the profession's
wel fare. The norns may nerely reflect an equilibrium and
a difficulty of shifting to an alternative agreed upon
synbol. And this may well apply to what Arrow calls
guot e, obvious stigmata of profit maxim zing, unquote.

The opt honol ogi st who you hear on the radio
selling | aser surgery or lots of other exanples that date
back to the ruckus conmercialismof physicians that
George Bernard Shaw
-- a hundred years ago.

Okay, the upshot of all this is that recent

t hi nki ng about the social welfare inpact of physicians
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anticonpetitive nornms is deeply skeptical of Arrow s
assertion that these norns have desirable welfare
effects. And indeed, current |aw and econom cs nodel s
for the creation and sustenance of social norms invite
doubt about whet her physicians' anticonpetitive norns
further the nmedical profession's aggregate welfare, |et
al one society's.

On the ot her hand, these econom c nodels so
prevalent in the law in econonmcs field of schol arship,
t hese econom ¢ nodels do not support the sweeping
concl usi on that physicians' anticonpetitive norns,
including the ethic of fidelity to patients, are socially
wast eful per se. There's a ness here that needs to be
sorted out.

| submt this nmess needs to be sorted out
ultimately on a case by case basis. And sinply saying,
as sonme are inclined to in the antitrust field, that we
shoul d treat all professional norms including shared
commtnent to the ethic of undivided loyalty to patients,
sinply saying that we should treat all professional norns
as kin to price fixing doesn't do the anal ytical work.
It avoids the anal ytic work.

| want to conclude with sone thoughts about how
we mght try to sort out this confusing picture. And

['I]l start with Arrow s account of ethical comm tnent as
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sonet hing for which there's a market, ethical conm tnent
as a response to consuner uncertainly about nedical
out cones and a response to consuner demand for
prof essi onal trustworthiness.

| ndeed, | want to suggest Arrow arguably
under esti mated consuner demand for professional
conmtnent to an ethic of devotion to patients and
suppression of self in |ooking exclusively to nedical
uncertainty, that is to consumer uncertainty, about
medi ci nes bi ol ogi cal ethicasy as the source of consumers
demand for trustworthiness. Arrow neglected the
enoti onal dinmension of patients' experience of illness,
their yearnings for support and confort, reassurance and
credi bl e expl anation of frightening devel opnents.

And to the extent that sick patients val ue
trusting relationships with their doctors as a way to
cope with these enotional needs, Arrow s exclusive focus
and | aw and econom ¢ schol ars today exclude focus on
consuner information deficits, underval ues consuner
desire for the ethics of commtnent that we are seeking
to expl ain.

Arrow s characterization of this ethical
commtnment in static ternms as part of a market
equi libriumm ssed dynam c features of the market for

nmedi cal ethics that play a large role in ongoing health
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systens change. Over the past hundred or so years,
physician commtnent to the ethic of suppression of self
interest for the sake of patients hasn't stayed the sane.
It's, in fact, very widely, it's fluctuated greatly up
and down al nost certainly in response to changi ng demand
si de pressures.

At the dawn of the |ast century conpeting
clinicians were hardly bashful about their
entrepreneurial pursuits and clainms for renedies. W
still have the netaphors of the tinmes snake oil and the
like. And as | nentioned before the ruckus of
commercialism the snake oil sales and the like, the
George Bernard Shaw parody in his play, The Doctor's
D | emma, just about a century ago, this sort of thing
made doctors' conmercialismthe butt of jokes. It
underm ned consuners' belief in the value of what healing
prof essions had to offer.

And by the second decade of the 20th Century,
doctors in this country got this. They understood that
their credibility, their trust in society and ultimtely
their incones were at stake, were at risk and that
sonmething within the profession needed to be done sinply
in ternms of the profession's own econom ¢ and soci al
wel f are.

And nedi cal schools and the nedical profession
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began to respond aggressively to this inmage problem
They began to close proprietary nmedical schools. Sone of
you may be famliar with the Fl exnor Report, which
basically reflected a | arge, broad based effort of self
regul ati on ai med at cracki ng down on nedica
conmer ci al i sm

Proprietary nedical schools were closed in
droves. dinical commrercialismwas cracked down on with
new et hics, with nore vigorous enforcenent of ethic
norns. And the nedical profession presented its ethical
commtnent to suppression of self and to loyalty to
patients as evidence of its superiority over other Kkinds
of clinical practitioners, non-physician clinical
practitioners.

By the tinme Arrow published his article in
1963, patient confidence in the nedical profession had
surged in response to this effort and in response to the
devel opment of scientific nmedicine. And patient
confidence in nedicine had risen froman abysmal lowto a
historic high. Physicians had identified and net over a
period of 30 or 40 years a previously unfulfilled
consuner demand for trustworthiness.

Yet having won consuner's confidence, Anerican
physi ci ans were by the early and m d-'60s under |ess

mar ket pressure to prove their trustworthiness and many
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t ook opportuni stic advantage, especially after the
Medi care statute was passed in '65. Opportunistic
advantage of this trust, of this clinmate of trust.

Ckay. By acquiring ownership interest in
hospitals and clinical |aboratories and other health care
busi nesses and the anti-comercial nornms that Arrow had
treated as part of a larger equilibriumfell by the
waysi de as physicians adverti sed aggressively and stopped
providing free and di scounted care to the poor. |In other
words, the profession began to drift back to its late
19th Century conmercial i sm

Consumer awareness of this drift back,
suggest, and consuner cynici sm about clains that doctors
are little notivated by noney opened the way for nanaged
heal th plans to be explicit in the |ast few decades about
financial incentives to physicians to limt care. And
t he managed care revolution itself has transforned the
mar ket for medical ethics by introducing a demand si de
perspective, sharply different fromthat of sick
patients, the demand side perspective acconpani ed by
explicit use of financial incentives to pull physicians'
| oyalties away fromthe interest of physicians at the
bedsi de.

And yet we have the managed care backl ash of

the | ast several years and a conflict not yet resolved
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over which way nedicine will go. WIIl we go towards nore
commercialismor will we go towards, will we go back
towards a kind of reaffirmation of the norns that Arrow
was tal king about? Wsat is clear though, | think, and
sonet hing that we need to keep in mnd, is that the norns
that Arrow s article treated as an equilibriumarose, in
fact, through a dynam c process in which consuners’
concerns about the doctor's trustworthiness and the
physician's willingness to suppress self interest changed
over tinme.

And 1'mgoing to cut things short because of
time and David's signaling. But | do try in the
conclusion of this article, the Market for Medical
Ethics, to offer what | hope is a nore nuanced story
about different context in which we should be nore versus
| ess protective of sone of these nornms. There are
aspects of nedical care, typically when you go to see a
doctor on an out patient basis for sonmething that's
relatively mnor, there are aspects of nedical care that
are nuch |ike other consuner transactions and for which
various kinds of conplicity, including conplicity with
respect to professional norns is therefore nore
problematic fromthe antitrust perspective.

But there are aspects of nedical care; the

desperation of a dying patient and his or her famly, the
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fear of the uncertainly at a tinme of disability and tinme
of great enotional need in which the el enents of nedical
practice that inpart faith and confidence by virtue of
noti ons of suppression of self interest are inportant to
cherish. And fromthe antitrust perspective, one can't
make, | nmean, ny core bottomline nessage here is one
can't make antitrust policy in the health sphere w thout
shirking fromthe task of a, w thout focusing on the task
of detail ed assessnment of how heal th care has perforned,
what consuners and patients experience is.

One can't treat this whole thing as a bl ack box
and say, well, these constraints are, per se,
probl ematic. They are naked restraints on trade and
therefore should be rejected. Antitrust policy needs to
becone even nore than it is today, explicitly a health
policy.

Thanks a lot. Sorry for going so |ong.

(Appl ause.)

DR. HYMAN. Ckay, next up is Francis Mllon
fromthe Anerican Physical Therapy Associ ati on.

Those of you who are wondering, we wll take a
break, but we're going to get through at |east Francis,
certainly, and | expect Dr. Lomazow as well.

MR. MALLON: Thank you, David. | appreciate

the opportunity to nake a statenent to the Comm ssion and
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to the Departnment and to all of you here present. | am
going to be a little | ess philosophical than the well -

i nformed presentation that you just received. So | hope
you bear with nme on that.

Wiat 1'd like to do is say a little bit about
physi cal therapists, give you sone background on that.
And then address an issue which is a major obstacle for
patients in achieving access to physical therapists. And
then 1'd like to talk a little bit about a very
probl ematic situation that is fueled by the problem
created in the access area.

The American Physical Therapy Association
represents nore than 63,000 physical therapists, physical
t herapi sts assistants and students of physical therapy.
Physi cal therapists are licensed health care
pr of essi onal s who di agnose and nanage novenent
di sfunction and enhance physical and functional status.
Fol |l owi ng an exam nation of a patient with an inpairnent
or a functional Iimtation or a disability, the physical
therapist will outline a plan of care and then begin
treatnment and intervention.

Physi cal therapists treat across the broad
spectrum of populations. And they will be treating
probl ens resulting fromsuch things as back and neck

injuries, sprains, strains and fractures, arthritis,
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burns, anputations, stroke and heart attack, multiple
sclerosis, birth defects such as cerebral pal sy and
spi neabifida and injuries related to work and sports.

The practice settings for the physical
t herapists are also quite diverse ranging fromthe
private practitioner's office to the hospital to the
skilled nursing facility, the rehab facility, to schools,
fitness and training centers and industrial and work
settings. In the witten statenent that | provided,
there's a break down of the percentages that work in
t hese particular areas. And you'll note fromthat that
approxi mately 35 percent of physical therapists work in
some hospital related setting, whether it be in patient,
acute care, rehab, in patient, out patient or extended
facility. And 35 percent of physical therapists are in
private practice. About seven percent work in a hone
heal th care and about six percent in skilled nursing
facilities.

The current educational mninmmfor a physical
therapist is a graduation with a post baccal aureate
degree from an educati onal program accredited by the
Comm ssion on a Accreditation of Physical Therapy
Educati on, CAPI. And CAPI is recognized by the U S.
Departnment of Education as well as by the Council for

H gher Education Accreditation, CHEA
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Currently there are 204 accredited physical
t herapi st progranms throughout the United States. O
t hese, 75 grant a Doctor of Physical Therapy degree, a
clinical doctorate. And another 75 are in the process of
transitioning froma Master's Degree to a DPT.

A typical physical therapist curricul um
i ncl udes education and foundational sciences, such as
anat ony, histol ogy, physiology as well as in the clinical
sci ences that touch on systens that physical therapists
deal with, be they cardiovascul ar pul nonary,

i nt egunent ary, mnuscul oskel etal and neuronuscul ar. Each
curriculuminvol ves a very extensive clinical education
preparati on.

As for physical therapist regulation, physical
therapists are licensed in all 50 states as well as the
District of Colunbia and Puerto Rico. And this has been
true since the early 1970s with the |icense renovenent
begi nni ng sone tinme back or the regul ati on novenent
begi nning sone tinme back in the 1940s. The core
requirenments for licensor are graduation froma CAP
accredited program and successful conpletion of a
national |icensor exam nation. States will vary in terns
of additional requirements, testing in jurisprudence,
testing in ethics and so forth.

As for paynment for their services, physical
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t herapi sts recei ve paynent fromthree primary sources;
private pay, government prograns the |argest of which is
obvi ously Medi care but al so through Medicaid, through the
Vet erans Adm ni stration, through various workman's conp
prograns and through the individuals with Disability
Educati onal Assistance Act. And then through private
i nsurance; Blue Cross Blue Shield, Aetna, United Health
Care and ot hers.

Coverage for physical therapist services is
fairly conprehensive in both managed care and fee for
service prograns. As with other health care services, PT
services are subject to visit limtations under managed
care plans and to paynent limtations as, for exanple,
under the physician fee schedule that is enployed under
Medi care. Most physical therapist service in out patient
settings are billed using the CPT coding system and
primarily through the 97000 series including such things
as physical therapy eval uation, therapeutic procedures,
manual therapy, -- and so forth.

There is one major obstacle for patients
seeki ng access to physical therapists. And that is the
requi renment that the patient nust first go to a physician
before that patient can see a physical therapist. This
requirenent is still witten into 13 state laws. |t does

have, however, a nuch nore expansive inpact relative to
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i nsurance and paynent.

SlowWy this very anachronistic requirenent is
changing relative to state law. 37 states currently have
sonme kind and permt sone type of direct access to
physi cal therapist services. O those 37, 14 have no
l[imtation, 23 have sone formof limtation. For
exanple, there is one state that requires a pre-existing
medi cal diagnosis. There are others that have tine
[imtations on how long a patient can be treated under a
direct access node. There are also 47 states that allow
a patient to conme directly to a physical therapist for an
eval uati on.

Al t hough the | egal obstacle to securing direct
access to physical therapists is slowy being renoved,
the paynment barrier loons quite large. Insurers find it
very difficult to renove thenselves fromthe belief in
t he concept of the gate keeper and the physician as gate
keeper. And that, despite the fact that there has been
evi dence produced that under a direct access node there
can be less utilization and there can be |less cost with
no harm what soever to quality.

In a study published in Physical Therapy in
1997, researchers found that relative to physician
referral episodes, direct access epi sodes enconpassed

f ewer numbers of service; 7.6 versus 12.2, and
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substantially less cost, $1,004 versus $2,236. The study
i nvol ved paid clains data for the period of 1989 to 1993
from Blue Cross and Blue Shield of Mryl and.

Al t hough |l egalizing direct access practice for
physi cal therapist nmust be the first step in the process,
very few patients will be able to take advantage of these
| egislative reforms unless and until insurance policies
accept these changes in state law. You' ve all heard the
maxi m t hat paynent shades practice. And | would say that
there is probably few exanples better than the exanpl e of
the requirenment for physician referral to get to a
physi cal therapist that evidence the truth of this maxim

Not all insurance prograns, however, have
remained blind to the benefits of direct access.

I nsurers in Maryland have paid for direct access for many
years. And |ikew se, in recent years, Arizona and

Mont ana and North Dakota and North Carolina and others
have al so had insurance prograns that have paid for

physi cal therapist services without a referral.

And currently there's |egislation pending in Congress

t hat would permt Medicare coverage for direct access to
physi cal therapist services.

As a result of this obstacle to patient access
to physical therapists, a condition has been fuel ed that

did not arise directly out of this need for a referral
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but certainly has grown and expanded before it, because
of it. Traditionally when a physician's patient needs
physi cal therapy, the physician sends the patient to an
i ndependent entity that provides the physical therapist
service. In the out patient setting, that entity m ght
be an i ndependent physical therapist, a physical
therapist clinic, a rehabilitation agency or an out
patient hospital departnment. The patient receives the
needed physical therapy and cl ose comruni cation with the
physician is maintained. There is no financial
connection between the physician and the setting in which
t he physical therapy is provided.

This traditional relationship sonetinmes changes
when the reign on the health care dollar is drawn
tighter. And practitioners |ook for ways to nmake up for
revenue shortfalls. For sone physicians and nedi cal
practi ce managenent consultants, physical therapy is seen
as a readily avail abl e neans of negating sone of the
revenue | oses. \Wat frequently follows then is an offer
or option rendered by the physician to the physical
t herapi st or by a group of physicians that the physical
t herapi st nust either join the physician practice as an
enpl oyee or contractor or be content to know that no nore
referrals will be comng his or her way.

The major change in the traditional pattern is
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that the physician will not just be the referrer but wll
al so benefit financially fromthe services provided as a
result of that referral. Wether it is nmandated by | aw
or by insurance policies, the requirenent that patients
obtain a physician referral for a patient to receive
services froma physical therapist clearly creates an
unfair and an un-level playing field between physician
owned physical therapist practices and practices owned by
physi cal therapists.

Under these arrangenents the physician has
financial incentives to refer the patient to his or her
own practice rather than a practice in which the
physi ci an has no such interest. Because the physician
controls the referral it makes it difficult for physical
t herapi sts who own and operate their own practices to
conpete for patients whose access to these physi cal
t herapists is controlled by the physician.

St udi es have denonstrated that this phenonenon,
frequently known as POPTS, Physician Owmed PT Servi ces,
may have a significant, this phenonenon may have a
significant adverse econom c inpact on consuners, third
party payers and physical therapists. Specifically a
wel | publicized study appeared in the Journal of the
Ameri can Medical Association in 1992. Co-authored by

Gene Mtchell and Elton Scott, the study docunented the
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hi gher utilization and hi gher costs associated with
services provided in POPTS situations in the State of
Fl ori da.

I n summary, anong ot her things, the study
reveal ed that visits per patient were 39 percent to 45
percent higher in joint venture facilities, both gross
and net revenue per patient were 30 to 40 percent higher
in facilities owed by referring physicians. Percent
operating income and percent markup were significantly
hi gher in joint venture physical therapy and
rehabilitation facilities. And joint ventures al so
generate nore of the revenues frompatients with well
payi ng i nsurance.

At about the sane tinme in other study that was
publ i shed in the New Engl and Journal of Medicine, there
was docunentati on of higher costs associated with
physi cal therapy care under the California Wrker's
Conmpensati on Program when the services were provided in
POPTS situations. Although the nmean cost per case was
about ten percent lower in the POPTS situation, the
significant increase in utilization created a substanti al
sizabl e cost to the program In the study the authors
stated that because of the reduced cost, $143,672 were
saved.

And in a subsequent article, the authors
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referred to the fact that this phenonenal of self
referral or POPTS generates approxinmately $233 million in
services delivered for economc rather than clinica
reasons. As | have noted, studies have found that
physi ci ans who had ownership or invested interest in
entities to which they referred ordered nore services
i ncl udi ng physical therapy services than physicians
wi t hout those financial relationships.

This correl ati on between financial ties and
increased utilization was the inpetus for Congress to
enact the two Stark laws, Stark 1 in 1989 and Stark 2 in
1993. Stark 1 applied to services in clinical
| aboratories and Stark 2 extended that to other services,
i ncl udi ng physical therapy.

Specifically this aw states that if a
physi cian or a nmenber of the physician's inmmediate famly
has a financial relationship with a health care entity,

t he physician may not nmake referrals to that entity for
the furnishing of designated health services including
physi cal therapy under the Medicare program unl ess an
exception applies. After this | aw was enacted, many
physi ci ans di vested t hensel ves of their physical therapy
practices. Center for Medicare and Medi caid Services,
formal |y HCFA, had issued final regul ations inplenenting

the | aw on January 4, 2001.
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For the period, for nost of the 1990s, there
was really a chill on the establishnment and spread of
physi ci an- owned physical therapy services. But that
chill greatly thawed as we approached the end of the
century due to the regul ations that were published. And
the tendency of those regulations to take what were
| oopholes in the Stark |egislation and basically turn
theminto chasnms. And those regul ati ons were inplenented
and began to be used or followed, we can see at this
present time the reenmergence of the issue of physician
owned physical therapy services.

So in conclusion, | would say the renoval of
the referral requirenent fromstate laws will allow
patients direct access to physical therapists. And the
removal of the referral requirenent frominsurance
policies will make these access conplete and permt
physi cal therapists to conpete with physicians on a |evel
playing field. Thank you.

(Appl ause.)

DR. HYMAN: Dr. Lonmazow?

DR. LOVAZOW Good afternoon. M nane is Dr.
Steven Lomazow. |'d like to thank the Federal Trade
Conmi ssion and the Departnent of Justice for soliciting
t he advice of the American Acadeny of Neurology with

respect to the issue of increasing unsupervised access of
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non- physicians to patients. There are things here which
are on nmy CVso I'll skip over that portion.

Neur ol ogi sts and ot her physicians across the
country are confronted by a grow ng nunber of states that
al I ow non-physi cians direct access to patients. To ny
knowl edge, and I will trust M. Mllon's nunbers, 14
states allow unrestricted direct access by physical
therapi sts. And others permt direct access to patients
for a finite period of time under special circunstances.

The American Acadeny of Neurology and its
18, 000 nenbers has a strong desire to educate | aw nmakers
about the potential of increasing adverse outcones as
nore non-plenary |icensed groups seek to do what has been
within the traditional purview of highly trained
physicians. W firmy believe that direct access in
t hese circunmstances could negatively inpact patient
safety by eroding the quality and increasing the cost of
pati ent care.

It is essential that a skilled physician
eval uates and di agnose a patient's condition at the
earliest possible juncture. Lacking adequate nedi cal
training, therapists are not properly equi pped to nmake
informed and often critical decisions about referral and
treatnment of patients. Patient care will be seriously

conprom sed.
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Allow me to state nore specifically our
concerns with non-physician direct access. First of all,
direct access could lead to del ayed treatnent of serious
nmedi cal conditions. Initial evaluation by a skilled
physician is necessary to screen patients for serious
probl ens that are beyond the scope and training of
physi cal therapists. Triage by physicians significantly
increases the likelihood that patients see highly trained
professionals as early as possible. Conpromsing this
authority neans that patients will wait much | onger for
accurate diagnosis, at tinmes incurring expensive,
avoi dabl e and unacceptabl e ri sk.

The national crisis in nmedical liability
insurance is already strangling health care resources.
Access to patient care by |esser trained individuals wll
do no nore than greatly conpound the problem The
l[iability problemwe have at the present tinme isn't the
entire problem But it is the strawthat is breaking a
very large canel's back

Direct access would al so decrease prevention of
serious nedical conditions, |acking early sound nedi cal
di agnosi s by trained physicians, conditions that m ght
ot herwi se be prevented. Things such as stroke that
depend on early diagnosis for good outconmes or cancer nmay

be del ayed in diagnosis. This could put patients at
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grave risk and lead to greatly increased costs for |ater
nore intensive health care intervention.

Direct access woul d underm ne coordi nation of
care, which is essential for good patient outcones.
Appropriate coordination of care |eads to better patient
outconmes. The health care of patients require a thorough
initial evaluation by physicians in order to properly
coordi nate the best programof care. Patients who need
physi cal therapy often require treatnent from other
rehabilitation specialists such as occupati onal
t her api sts, speech therapists, nurses and vocati onal
counsel ors to manage the different aspects of their
disability. Physicians are clearly best equipped to
direct this care.

Unrestricted access to non-physicians could
significantly drive up, not drive down, health care
costs. To enploy an old nmaxim an ounce of prevention is
worth a pound of cure. Wthout physician referral,
patients receiving physical therapy services are nore
likely to receive unnecessary treatnents, leading to
i ncreased health care costs to third party payers. Costs
will be increased and there will undoubtedly be cases
where patients will receive needl ess and excessive
t herapy based on i nproper diagnosis and i nadequate

exam nati on
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| take issue with M. Mllon's assunption that
POPTS and physicians' access to patients will increase
care. Qur issue is quality. He nmentioned Stark. Well,
we have Stark, and that's as far as it should go.
Enforce Stark, but going in the other direction is
clearly del eterious.

In many states, direct access to physical
t herapist is coupled with an expansion of a scope of
practice even farther than just direct access allow ng
performance of conpl ex diagnostic tests of nervous system
function. El ectromnmyography, known as EM5 and nerve
conduction velocity studies, which are part and parcel to
EMG are essential tools enployed by highly trained
specialists to diagnose and direct proper treatnment of a
wi de variety of nuscle and nervous systemdisorders. A
conpl ete exam nation involves the insertion of needle
el ectrodes into nuscles to assess their function.

Unli ke an X-ray, for exanple, which is
routinely and safely perforned by a technol ogi st for the
|ater interpretation by a licensed physician, EM5 and
nerve conduction studies are a dynam c and vari abl e
procedures that requires sophisticated nedical decision
maki ng t hroughout their performance. The performance and
interpretation of these tests are generally taught within

a curriculumof years of post graduate, specialty nedical
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training in the field of neurology and rehabilitation
medi cine or -- In fact, one or two year post residency
fell owshi ps are al so available for even nore detail ed
study of their performance and uses of these
exam nati ons.

Only physicians have the training to di agnose
di seases. Tests |like EMG and nerve conduction studies
depend upon visual tactile and audi o observations of the
exam ner as well as information gained prior to the test
by a thorough and conpl et e neurol ogi cal exam nati on.
There is no way for physicians to independently verify
t he accuracy and quality of reports of physical
t her api st s.

Accur at e di agnosi s neans better patient care.
Conpl ex di agnostic tests such as EMG and nerve conduction
studi es all ow physicians to distinguish synptons from a
wi de range of conditions, including carpal tunnel
syndrone, diabetes nelitis, radicul opathy from herni ated
di sc, nmotor neuron disease or Lou Gehrig's disease and
Myasthema Gravis to nmention only a few

These are many conditions that masquerade as
others and require years of clinical training and
advanced know edge to make a sound nedi cal diagnosis.
M sdi agnosi s | eads to del ayed or inappropriate treatnent,

including surgery at tines, and a di mnished quality of
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l[ife. It is not unusual for neurologists to find
referrals for diagnostic testing to be inappropriate and
not perfornmed at all.

Unwar r ant ed scope expansion could lead to
unnecessary or excessive testing and an increase cost to
third party payers. |In states where non-physicians
performed di agnostic EMG there are numerous exanples
where a test perfornmed by non-MD s nust be repeated by
specialists to properly diagnose potentially life
t hreat eni ng condi ti ons.

Physi cal therapists are trained in therapy, not
di agnosis. They're not physical diagnosticians. They're
physi cal therapists. Needle and EMG and nerve conduction
studi es are diagnostic procedures. They have no
t herapeutic benefit.

Neur ol ogi sts often defer decisions about the
intricacies of physical therapy to professionals
specifically trained in this discipline. W believe that
we shoul d be afforded the sane consideration and respect
for our professional training. Physical therapists are
essential cogs in the wheel of health care. But they
shoul d not be the hub.

Physi ci ans receive years, not hours, of
training in diagnosis. Physicians conplete four years of

medi cal school and at |east four years of post graduate
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training. Specialists in neurology and rehabilitation
nmedi cine are highly trained in the skill of diagnosing
neuronuscul ar conditions. The physical therapy
curriculumin related areas is nmeasured in hours, not
years.

The issue surrounding direct access in the
expansi on of scope of practice for non-physicians are
much nore than turf battles for physicians. Qur goals
first and forenost include ensuring patient safety,
protecting quality care and controlling the rising cost
of health care. The practice of nedicine is dependent on
skil Il ed physicians guiding and directing patient care and
incorporating the skills of non-physicians in a
coordi nated programto the benefit of the patient.

Conprom sing the | eadershi p and supervision of
the highly trained physician | eaves patients confronted
with a maze of health care providers, many of them
al t hough extrenmely inportant to the overall care of the
patient, are not equi pped to guide the patient through
the system And as Dr. Bloche testified, patients don't
know what they're getting and they have to be gui ded by
t he nost conpetent professionals.

The American Acadeny of Neurology is extrenely
concerned about the future of health care if physicians

are not properly and expeditiously directed to physicians
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to diagnose their illnesses and nanage their treatnents.
We strongly urge you to consider the ram fications on
patient safety, quality of care and health care cost if
physi ci ans are taken out of the driver's seat.

We wel come any opportunity to further assist
federal decision makers in nore systematically eval uating
the potential adverse inpacts on health care from non-
physi cian direct access and scope expansion. W share
t he Federal Trade Conmi ssion's and the Departnent of
Justice's concern about the escalating costs of nedical
care.

The Anmerican public deserves the highest
quality and nost efficient care for their health care
dollar. Increasing open access to and scope of practice
of non-physicians is a step backwards. Wuld you really
want sonmeone who is not a trained physician | ooking up at

you from an Energency Room from a di agnostic test or from

an operating roon? | thank you for your indul gence.
(Appl ause.)
MR. HYMAN: | think we'll take about a ten-

m nute break, and then we'll continue with the remaining

three speakers and then go directly into the noderated
round tabl e.
(A brief recess was taken.)

MR. HYMAN: |If everyone will take their seats
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again, | think we'll get started. Qur next speaker is
Dr. Russ Newman, fromthe Anmerican Psychol ogi ca
Associ ati on.

DR. NEWMAN: Thanks, David. 1'd first like to
t hank Davi d, the Conm ssion, and the Departnent for an
opportunity to conme and talk to the Conm ssion and
Department about barriers to market entry.

| ama licensed psychologist. | amalso an
attorney licensed in the District of Colunbia and
Maryland. | amneither a scholar on antitrust nor an
expert in the area. And |I'mhere today to talk on behal f
of the Anmerican Psychol ogi cal Association's 155, 000
menbers and affiliates.

The American Psychol ogi cal Association is quite
famliar with the barriers to market entry. It's an
issue with which we've had quite a bit of experience over
the relatively young history of psychol ogy. Psychol ogy
established its status as a |licensed, independent, health
care profession, independently licensed to do diagnosis
and treatnment in the late '60s and early '70s. No sooner
had that independent status been established than did
psychiatrists in Virginia work in concert with the Bl ue
Shield plans of Virginia in order to require that
psychol ogi sts be supervised by and billed through

psychiatrists in order to receive any rei nbursenent from
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the Virginia Blue Shield plans.

In response to a challenge by the
psychol ogi sts, the Fourth Crcuit Court of Appeals in the
Virgi nia Acadeny of Cinical Psychol ogists v. Blue Shield
of Virginia found that practice to be anticonpetitive and
opined, "We are not inclined to condone anticonpetitive
conduct upon the incantation of good nedical practice.”
Wth that decision fromthe Fourth Crcuit, the
i ndependent practice in an outpatient setting pretty well
was laid to rest for psychology. Any challenges to that
seened to fall by the wayside.

Wth one exception, attention fromthat point
on turned to the practice of psychology in an inpatient
setting. And that one exception is represented in a case
that was filed in the Southern District of New York,

Wel sh v. The Anerican Psychoanal ytic Association in which
psychol ogi sts chal | enged the Anmerican Psychoanal ytic
Associ ation's policy of preventing psychol ogi sts from
being trained to provide psychoanal ysis. That case was
settled successfully with barriers to entry to that

trai ning open for psychol ogi sts.

That one exception notw thstandi ng, the action
for psychol ogists and barriers to nmarket entry have
really been in the area of hospital practice. Hospital

practice was an i ssue where psychol ogi sts' existing scope
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of practice enabled themto provide those sane services
in hospitals, but for the existence of sone early
hospital licensing laws that didn't include
psychol ogi sts, and but for the opposition of organized
psychi atry.

17 states now plus the District of Col unbia now
have statutes that recogni ze psychol ogi sts' authorization
to provide independent services within hospitals. But to
really get a picture of the barriers that have been
erected in the hospital arena, an exanple of the facts in
California, | think, help provide both the history of the
chal l enge to access in hospitals as well as the tale of
current, existing conflict with respect to gaining access
to hospital access.

California was anong the early of the
jurisdictions to enact hospital practice statute by
amendi ng their existing hospital licensing |law, Health
and Safety Code Section 1316.5, back in 1978. But the
real critical provision of |aw was enacted through
amendnent to that law in 1980 in which the | aw now
cont ai ned | anguage that prevented discrimnation agai nst
psychol ogists. In fact, the law said that if a hospital
of fered services that both physicians and psychol ogi sts
coul d provide, such services may be performed by either

wi t hout discrimnation.

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



© o0 N o o A~ wWw N P

N N N N N N P B R R R R R R R
ag A W N P O O 00 N oo 0o dM W N -, O

206

Despite that anended statute, in 1983, the
California Departnment of Health issued a regul ation
prohi biting hospitals frompermtting psychol ogists to
carry primary responsibility for the diagnosis and
treatnment of patients in hospitals. In response to this
regul ation, the psychol ogi sts sued in a case now known as
the California Association of Psychol ogy Providers v.
Peter Rank, who was the Director of the Departnent of
Health Services at the tinme. The trial court in that
case declared the regulation to be invalid and in
conflict with the existing statute. An appeals court,
however, reversed that decision, and the case went on to
the California Suprene Court.

In 1990, the California Suprenme Court struck
down the regulation in conflict with the original
hospital practice statute and interpreted that statute to
be clear in authorizing that psychol ogi sts coul d take
primary responsibility for the adm ssion, diagnosis and
treatnment of their patients in hospital. Additionally,
that court interpreted the existing statute and its non-
di scrim nation provision as neaning just that. Non-
di scri m nati on neans non-di scrimnation, that when
psychol ogi sts and psychiatrists are both able to perform
a service by virtue of the scope of their practice,

"Neither is subject to constraints from which the other
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is free."

| mpl enent ati on post CAPP v. Rank has hardly
been easy or snooth. In particular, inplenentation in
the State Hospital System for psychol ogi sts has renmai ned
quite a challenge. 1In 1996 and 1998, the psychol ogists
in the state hospital setting went back to the
| egi sl ature and anended that original hospital practice
statute to explicitly indicate that it applied to the
state hospital setting.

Despite those anended provisions to the
statute, in Decenber of 2002, the Departnent of Mental
Heal th i ssued a special order which allowed only
psychiatrists to serve as attending clinicians, the role
that is actually what allows a provider to provide
primary responsibility. And it also required
psychol ogi sts to practice under the supervision of
psychiatrists. Psychologists in California are
anticipating | egal action against that rule which they
believe to be in conflict with the existing statute, but
in the neantinme, some activity in the |egislature has
resulted in sone interesting activity.

In some discussion of the |egislative intent
fromthe original anmendnments to the hospital practice
statute, the legislature then sent a nessage to the

Departnment of Mental Health Services urging themto
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beconme conpliant with the existing law. |In response to
that, the Deputy Director of the Departnent of Menta
Heal th Services sent a neno to all the nedical staff of
state hospital facilities in California urging them
wi t hout any specificity, but urging themto make their
facilities conpliant with the existing statute 1316. 5.
In response to the neno fromthe Deputy Director, one
particular chief of nedical staff of one of the state
hospitals responded in a way that is very nuch exenpl ary
of the response by psychiatry to the inplenmentation of
this | aw

According to the chief of nedical staff of
Patton State Hospital, he says, and | quote, "It is ny
opi nion as chief of nedical staff at Patton State
Hospital that our nedical staff has conplied with Health
and Safety Code 1316.5. Wile the nedical staff has been
willing to examne the current utilization of
psychol ogi sts within Patton State Hospital, it has been
with the idea of inproving patient care in a safe and
| egal environment. The evolving political |ink made by
t he psychol ogists' |obby is that Health and Safety Code
1316.5 conpliance requires state hospitals to allow
psychol ogi sts to becone attending clinicians. Wthin
this law, there is no nention in plain | anguage of

medi cal staffs being required to grant psychol ogists the
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posi tion of attending.

"There has been no objective outside opinion of
what the |law Health and Safety 1316.5 requires. Until
such time, the Patton State Hospital nedical staff wll
rely on the plain | anguage reading of the law. It is not
out of disrespect, but rather out of deference to the
carefully constructed | aws produced by the |egislature
that we reach this conclusion. The nedical staff of
Patton State Hospital is in conpliance with Health and
Safety Code 1316.5."

The psychol ogi sts, as you m ght i nmagi ne,

di sagr ee.

| would also note and call the Conm ssion's and
Departnment's attention to a recent article that appeared
in the June 1st issue of the San Franci sco Chronicle,
whi ch | ooked at the salaries of state enpl oyees in
California. And of the top ten highest paid state
enpl oyees, approximately five were psychiatrists enpl oyed
in the state system And interestingly, the reason the
sal aries of psychiatrists tend to be high is there is
t hought to be a shortage of psychiatrists and of that
service in the systemso that recruitnment and retention
bonuses are paid to psychiatrists.

I n addition, psychiatrists serve the role as

being on call in the facility, a role that's enabl ed by
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being an attending clinician. And as a result of the
salary received fromthose bonuses and on-cal
experience, the end salary is boosted from30 to 270
percent over the original salary of those individuals
according to the San Francisco Chronicle article. 1In one
i nstance, one particular psychiatrist in addition to his
salary was receiving well over $100,000 in recruitnent
and retention bonuses as well as on-call pay.

While California nmay be the best exanple of
barriers to hospital practice for psychologists, it's far
fromthe only exanple. Another instance which currently
has been in dispute is in Nebraska where fairly recently,
1998, by rel ative standards, psychol ogi sts in Nebraska
persuaded the |l egislature to anmend the hospital practice
statute in Nebraska so that any hospital was prohibited
fromdenying clinical privileges to psychologists as a
result of their license. Psychologists were added to a
list of a nunber of other professions that were already
included in the hospital |icensing | aw

Despite the change in statute, however, many
psychol ogists in the State Hospital System were being
refused nedical staff standing in those hospitals. And
15 psychol ogi sts in Novenber of 2002 sued the individual
psychi atrists who were responsi ble for the nedical

staff's decision to refuse nedical staff standing to
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t hose psychol ogi sts. The suit was brought in federal
court based on an alleged violation of a provision of the
Cvil Rights Act in which a property interest was being
deni ed wi thout due process. The case survived the notion
to dism ss and was fast proceeding to trial, although on
the eve of trial, the case settled and the psychol ogi sts
wi thin the Nebraska State System have now been authorized
to be part of the nedical staff as a part of the
settlenent to that case.

The scope of practice issue for psychol ogists
in hospitals is, as | nentioned earlier, one of actually
doi ng the things that psychol ogists were already able to
do in an outpatient basis, but nowin a different
setting. That, of course, doesn't nmean an expansi on of
practice. Another issue now beginning to develop wthin
the health care comunity and for psychology is with
respect to statutory authorization of prescription
privileges for appropriately trained psychol ogi sts, which
of course is an issue of expandi ng psychol ogi sts' scope
of practice and an issue which of course requires
| egislation |l eading to an acted statute to do that. O
course, then there is opposition to that which is
considered part of healthy |egislative debate on the
t opi c.

We are, however, beginning to see sone activity
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that falls outside of the healthy |egislative debate of
the topic. As one case in point, a psychologist in
Tennessee, anpong the states that are currently pursuing
| egislation to authorize appropriately trained
psychol ogi sts to prescribe. This psychologist in
Tennessee had a long history of being invited to do
present ati ons and wor kshops on behal f of a nunber of
phar maceuti cal conpani es because of his areas of
expertise in depression and panic di sorder and
cardi ovascul ar di sease; the psychol ogi st found that al
of his invitations were being rescinded and no new
invitations to speak at any of the pharmaceutical conpany
events were forthcom ng.

He al so was understandi ng that he was believed
to be part of the prescription privileges novenent in
Tennessee. He believes and it is alleged in a pending
lawsuit that at |east one psychiatrist threatened the
pharmaceutical conpanies with a refusal to prescribe
their nedication if those conpanies continued to use this
psychol ogi st as a speaker on their behalf in workshops
and presentations. As | nentioned, this is collateral to
the i ssue of scope of practice, but when | think of
i nterest then perhaps rel evance nonet hel ess. The real
i ssue, of course, will be in the inplenmentation phase of

any existing prescription privileges statutes.
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We now have one statute in the State of New
Mexi co where psychol ogi sts are now authorized to
prescribe. That statute went into effect July 1, 2002
and has been in a regulatory proceeding since in order to
promul gate regul ations to inplenment that statute. W at
t he American Psychol ogi cal Association believe that the
i npl ement ati on phase of that statute will bear close
watching in order to assure that in fact the | aw was
being inplenented as the |aw was originally enacted. But
| would argue to you that in ny profession, we're
inclined to say the best predictor of future behavior is
past behavior. And if that's the case, | woul d suggest
that all of the inplenentation of the new prescription
privileges statute that we'll see bear close watching.

In conclusion, | again want to thank the
Comm ssion and the Departnent for this opportunity to
tal k about barriers and to say that from our perspective,
we see this as an ongoing di al ogue and stand ready to
of fer whatever help we can at any point in tinme. Thank
you.

(Appl ause.)

MR. HYMAN: Next up is Dr. Jerome Modell, and I
woul d note that we have, since the beginning of this
session, |learned how to spell anesthesiologist on his

nane tag.
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DR. MODELL: Thank you very much. | appreciate
the opportunity to be here this afternoon to talk with
you about a subject that |1've been involved with now for
over four decades. | amJerone H Modell, MD. and I'm
a, at present, | am Professor Eneritus in the Departnent
of Anesthesiology at the University Florida College of
Medi ci ne.

From 1969 to 2000, | was a professor of
anesthesiology in that departnment. And | chaired the
departnment for 23 years from 1969 until 1992. In 1990,
was asked to becone the senior associate dean for
clinical affairs in the College of Medicine. And since
that time until my retirement fromthese positions into
t he Professor Eneritus position in January of 2001, |
have been in that position as well as the Executive
Associ ate Dean of the College of Medicine, the Interim
Dean of the Coll ege of Medicine, and the Associate Vice
President for Health Affairs at the University of
Fl ori da.

| also, by way of interest and background, have
been a consultant to over 50 academ c health sciences
centers in this country. | have delivered over 200
invited |l ectures around the country and overseas and
publ i shed over 200 scientific papers and book chapters in

the fields of clinical care anesthesiol ogy and patient
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safety. Over the past four decades, | have been
extensively involved as an academ cian and a clinician in
the training of anesthesiology residents. And for
approximately 15 years of that time, also training
student nurse anestheti sts.

|"m here today as a representative of the
American Soci ety of Anesthesiologists (or ASA), a
nati onal organi zation conprised of approxi mately 38, 000
per sons nost of whom are physician anest hesi ol ogi sts.
Anest hesi ol ogi sts either provide or approxi mately
nmedi cal ly direct the anesthetic care for about nine out
of every ten of the 30,000,000 cases of surgical
procedures performed per year in this country. The nost
common format for anesthesia practice is the anesthesia
care team node where the anesthesiologist will nedically
direct two or at nobst three nurse anesthetists
simul taneously in caring for patients.

Next nmost common is the delivery of anesthesia
by the anesthesiologist on a one to one relationship with
the patient. And current data suggests that that occurs
approximately 30 to 45 percent of all cases are perforned
in that manner. Least common, about ten percent, are
cases in which nurse anesthetists deliver anesthesia
under the supervision of the surgeon or other operating

practitioner. The bulk of these cases are perforned in
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their own hospitals and physician offices.

The national scope of practice conflict or
debate, if you will, between the ASA and the American
Associ ati on of Nurse Anesthetists (or AANA for short) has
been well publicized. It stens fundanentally fromthe
AANA' s position that nurse anesthetists are qualified by
their training and experience to engage independently in
the practice of medicine as it relates to anesthesia
care. And ASA's position is they are not. ASA believes
that nurse anesthetists should be directly supervised by
a physician, preferably by the nedical direction of an
anest hesi ol ogi st .

Over the past three decades, this conflict has
pl ayed itself out principally in the state |egislatures
and health related state regulatory bodies. It has also
surfaced in the Congress mainly because the nedicare
rules for hospitals and anbul atory surgical facilities
have, since the inception of that program required that
a nurse anesthetist be nedically supervised. Beginning
over a decade ago, the AANA enbarked upon an effort to
dismantle this quality oriented federal requirenent. But
the AANA effort was derailed two years ago when the
current adm nistration reversed the prior
adm nistration's proposal to repeal the nedicare

supervi sion rule.
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Under current nedicare regul ations, physician
supervi sion of nurse anesthetists is sill required. A
state governor, however, is permtted to "opt out"” of the
nmedi care supervision rule if after seeking advice from
his or her boards of nedicine and nursing, the governor
determ ned that an opt out is in the best interest of the
state citizens. A nationw de survey and over a dozen
statewi de surveys uniformy disclosed that nedicare
beneficiaries support the supervision requirenment by a
margin of nearly three to one. Mst governors who have
opted out have essentially opted in, if you wll, to
state laws or regulations requiring physician
i nvol venent. Several other governors have been known to
consi der the opt out mechani smand el ected to take no
action.

Today, aside fromthe nedicare rule, about 45
states require as a matter of state |law that nurse
anest heti sts be supervised by or collaborate with a
physician. This pattern of required physician
i nvol venent exi sts because | egislatures and regul ators
have determ ned that the delivery of anesthetics is
sufficiently dangerous that the invol vement of a
physician is necessary to protect the patient nedically.
We nust realize that we're tal king here about the

application of chem cal agents which, when adm ni stered
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in sufficient doses in the wong conbi nations or given to
a particularly sensitive patient, can kill, permanently
incapacitate or nutilate the patient.

A qualified anesthesia provider nust also
properly diagnose and treat |ife-threatening nedical
conditions in the operating room |In many cases, he or
she is providing conplex procedures and therapies to
mai ntain and i nprove a patient's nedical condition while
concurrently adm nistering an anesthetic. Al nost no
patient is qualified in this highly dangerous environnment
to assess either the skills of the proposed anesthesia
provi der or to assess the risks expected or unexpected
inherent to the admi nistration of today's anesthetics.

ASA is proud of the fact that a major part
because of its multi-faceted, $20, 000,000 patient safety
program anesthesia-related nortality rates have dropped
radically over the past three decades. Wen | was a
resi dent physician in the | ate 1950s, the anesthesi a-
related nortality rate was approximtely one in 500 to
one in 2,000 patients. Today, dependi ng upon the
relative health of the study popul ati on, anesthesia care
is up to 400-fold safer in terns of nortality than it was
when | was a resident from 1957 to 1960.

| take particular pride in this because we at

the University of Florida were anongst the first in the
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country to advocate the continuous nonitoring of things
i ke pul se oxinetry and end tidal carbon nonoxi de tension
in all patients under anesthesia. And actually submtted
this for publication five or six years before it becane a
standard for the country. It has nade a difference.

Even the nobst recent anesthesia outcones data,
however, show that nmuch remains to be | earned and done.
Qur goal is that no one dies or is harned fromthe
adm ni stration of anesthesia. Here again, our departnent
has been a | eader and that one of our faculty nmenbers,

Dr. Monk, has just conpleted a study show ng the decline
in cognitive skills in the elderly population after
anesthetics to be a real thing and not a nyth.

In this context, our goal is that no one should
die or no one should be harnmed from anesthesia. | am
wel |l aware that this formis organized by an antitrust
enforcenent agency. | ask, who is better qualified in
the state | egislatures and health-rel ated regul atory
bodies to determ ne on the basis of expert advice for
physi ci ans and ot her health care experts the appropriate
m ni num st andards of anesthesia and ot her nedical care
necessary to protect the citizens of that state? Has ASA
exercised its Noerr-Pennington rights under the
Constitution to persuade these governnmental bodies to

cl osely regul ate nurse anesthetists scope of practice?
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You bet it has, again and again.

We frankly cringe at the suggestion inplicit in
t he description of this hearing that there's sonething
sinister or wong about that activity. ASA has pursued
this course of activity not because it enjoys their
constitutional right to do so, but because it feels
obligated to assunme and assure that patients across the
country are provided with the best possible anesthesia
care consistent with the current state of nedica
knowl edge. ASA feels well-justified in this pursuit
principally because of the differences and qualifications
of anest hesi ol ogi sts and nurse anesthetists, and because
anest hesi a outconme studi es have consistently underscored
t he i nportance of anesthesiol ogists' participation in
every possi bl e case.

Under current standards, anesthesiol ogi sts nust
obtain a Bachelor's degree after four years of
under graduat e pre-ned studi es enphasi zi ng the sci ences.
Then, four years of nedical school resulting in an MD.
or a D.O degree, and a four-year anesthesi ol ogy
residency programfor a total of 12 years. By contrast,
nurse anestheti sts under today's standards obtain a
Bachel or's degree in nursing to becone a registered
Iicensed nurse, and then conplete a two to three-year

nurse anesthesia training programfor a total of six or
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seven years. That's the difference between the two
di sciplines of five to six years of formal training.

There are many grandfathered nurse anesthetists
in practice today who have had as little as only four
years of total nursing and anesthesia formal training in
the past to prepare themto adm ni ster anesthesi a.
Al t hough the specific differences in training and
clinical experience for the two disciplines are numerous
both as to depth and subject area, what nurse
anest hetists fundanentally | ack is the conprehensive
medi cal know edge acquired by anesthesiologists in
medi cal school prior to undertaking their anesthesia
specific training and applying that know edge in an
ext ended residency program

The AANA speaks proudly on its web site about
the fact that it costs eight tinmes as nmuch to train an
anest hesi ol ogi st as a nurse anesthetist. To ne, this
fact, if true, speaks absol ute volunmes about the relative
qualifications of the two provider types to give the
saf est and nobst conprehensive nedi cal anesthesia care.
At the core of quality anesthesia practice is an
under st andi ng of the conpl ex physiol ogi ¢ nmechani sns of
t he human body in health and di sease and how vari ous
chem cal agents affect the -- systens, the

cardi ovascul ar, respiratory and neuro-systens, to nane
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t he nost significant.

Anest hesi a providers nmust know how to deal
successfully in a matter of seconds or mnutes with
changes in the patient's physiologic condition. That is
not the practice of nursing. It is the practice of
nmedi ci ne, made possi ble by education of a physician prior
to receiving training in the specialty of anesthesiol ogy
and then building on that education during residency.

Not surprisingly, various anesthesia outcone studies over
t he past two decades have denonstrated | ower norbidity
and nortality rates when anesthesi ol ogi sts are invol ved
in the patient's care. A University of Pennsyl vani a
study in 2000, showed that adjustnment for patient acuity
and hospital characteristics, after that, there were 25
excess deat hs per 10,000 nedi care surgical patients when
an anest hesi ol ogi st did not provide or direct the
anesthesia care. And these results were very recently
essentially replicated in an outcone study financed in
part by the AANA

There is a current shortage of anesthesia
providers in this country, both anesthesiol ogi sts and
nurse anesthetists. 1In response to a national survey
conducted | ast year, one-half of the responding hospital
adm ni strators conpl ai ned about a | ack of anesthesia

providers so that they had to either close operating
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roons early or extend cases until the follow ng day.
Contrary to popul ar belief, the ASA has consistently
advocated the current shortage be solved by the training
not only of nore anesthesiologists but of nurse
anesthetists as well.

ASA has repeatedly taken the position that

nurse anesthetists are val uabl e nenbers of the anesthesia
care team and rather than erecting barriers to their
entry into the marketpl ace, has wel coned the training of
nore of them Nurse anesthesia basic education is
financed in a significant neasure by federal funds. ASA
has never called into question the wi sdom of these
appropriations. The ASA board of directors has recently
recommended to its house of del egates, that ASA
educati onal nenbership be opened to nurse anesthetists;
t her eby providing nore ready access for those individuals
to ASA's conprehensive, continuing education prograns and
ensuring that they wll beconme even nore val uabl e nenbers
of the anesthesia care team

In addition to supporting the training of nore
nurse anesthetists, ASA in recent years have supported
the training and |icensure of anesthesiol ogy assistants
(or AA's). AA s are health professionals qualified by
advanced education and clinical training to work under

t he medi cal direction of an anesthesiol ogist. AA
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training requires a two-year course of anesthesia study
foll owi ng conpletion of a science-based undergraduate
curriculum and of -- and clinical training in
anesthesia. Student AA s spend over 2,000 hours in
clinical rotations involving nore than 500 cases, about
t he sane as student nurse anestheti sts.

The two current master's degree prograns
offered by Enery University and Case Western Reserve
University are accredited by the Conm ssion in Education
of the Allied Health Adm nistration Progranms. In recent
years, AA' s have begun to seek |icensure as a category of
heal th care professional under state |law. The ASA has
supported this effort. AA s are currently licensed in
Al abama, GCeorgia, New Mexico, Ohio, South Carolina,
Vernont, and | egislation was recently passed in M ssouri.

Professional liability insurance rates charged
the AA's and nurse anesthetists are the same, except that
AA' s nmust be nedically directed by an anesthesi ol ogi st as
distinct fromany other type of physician. ASA advocates
that the scope of practice to the two types of providers
be identical. This is the case in a |large hospital in
Atl anta which has the | argest case | oad east of the
M ssi ssi ppi, and approximately half of their 67
anesthesia care team providers that work under the

direction of an anesthesiologist are AA's and the other
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hal f are nurse anesthetists. Both do the same types of
things and receive the same type of renuneration.

G ven the nature of these hearings, it's of
interest that the AANA and its nmenbers have undertaken a
virul ent | obbying and public rel ati ons canpai gn agai nst
further recognition of AA's by the states and federal
agencies. This has included the procuring of
congressional letters to the Departnent of Defense,
denigrating AA qualifications to participate as proposed
by DOD in the tri-care programfor nmenbers of the
mlitary and their dependents. It has further included
the sending of at l|east 400 letters to the Departnent of
Veteran Affairs, objecting to the nmere nention of AA's in
its anesthesia manual that is currently under revision.

Two weeks ago, an AANA adverti senment appeared
in Stars and Stripes warning our service nmen and wonen
about the unqualified AA's about to be forced upon by the
Department of Defense. Perhaps of greatest interest are
reports froma nunber of anesthesiologists in ny own
state of Florida including the University of Florida.
They have received boycott threats from nurse
anesthetists in the event that these physicians support
| egi slation authorizing |licensure of AA's or participate
in the organi zation of ASA training prograns at either of

the two universities, Mam or Florida.
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|, personally, find it startling and
di sappoi nting that nurse anesthetists would pursue this
reckl ess course, especially in the fact of the severe
shortage of anesthesia providers in ny state.

In conclusion, I amnot a | awer, and |
certainly amnot schooled in antitrust laws nor aml| a
heal th econom st. But | do understand after over 40
years of practice, teaching and research to inprove
safety are the fundanental ingredients of sound, safe
anesthesia care. |If the Congress and state | egislators
are persuaded that the public good is better served by
dismantling the systemthat currently requires nedical
direction of every case involving anesthesia care, it
will represent a tragic devel opnent for the nation's
health care system

Until that tinme, however, both I and ny society
wi |l vigorously advocate in favor of physician
supervi sion and continue our efforts to make nurse
anest hesia care safer than ever. Thank you.

(Appl ause.)

MR. HYMAN. Finally, Jeffrey Bauer, speaking on
behal f of the American Association of Nurse Anesthetists.

MR. BAUER: Thank you, David, and thank you to
t he Federal Trade Conmi ssion for giving nme the

opportunity to participate in this very inportant debate
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which I truly believe is part of the bigger picture of
heal th care reform

| was a kid who grew up in the '50s and the
"60s, | can readily validate Dr. Bloche's
characterization of the Kenneth Arrow view of doctors,
nanely, that doctors and only doctors know how to
di agnose and treat illness and the doctors all know the
same thing. So, you might ask what happened since then
that makes me firmy convinced today that doctors are not
uni que and they're not deserving of any right to restrict
t he consuner choice to other equally qualified
practitioners.

Now, | want to give you a quick overview of
some rather bizarre experiences in ny life that |ead nme
firmy to this conviction. It all began back in the late
"60s, a little after ny 21st birthday with an
overi ndul gence one night in Paris when | nmnanaged to
consune both a bottle of chanpagne in its entirety and a
| arge bar of Belgian chocolate. | felt Iike |I was going
to die the next day, nuch worse than a hangover

And so, | asked the nother of the famly that
was living wwth for that year if she would get ne an
appoi ntment with a doctor. And she shot back, well, what
ki nd of doctor would you like? And | just go, a doctor,

there's only one kind of doctor, the ones that know it
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all. And so, no, no, no, you know. W have different
ki nds of doctors here in France, and she went down the
di fferences. They had all opat hs and honeopat hs and
nat uropaths, all recogni zed by the insurance system |
t hought, boy, these crazy French, they realized sonething
ot her than an MD coul d possibly have sone understandi ng
of human heal th.

| then went on several years later to becone
the director of educational support services for several
residencies in a 400-bed teaching hospital. And I cane
down with a hospital staff infection that flattened ne
about as much as the chanpagne and the chocolate. And
nicely, seven of the residency directors cane to ny
bedsi de at ny apartnent. They were so concerned to get
me back in action. And they poked and prodded and al
asked nme things, and | thought, seven doctors, you know,
|'d get the sane opinion.

And they took a vote on whether to give ne
antibiotics, and it was four to three against. And boy,
did that begin to challenge ny assunption that al
doctors saw things the sane way. Then | ended up getting
a Ph.D. in nedical economcs not too |long thereafter.

In, 1973, joined the faculty at the University of
Col orado Health Sciences Center with full tenure track

appointments in both the Schools of Mdicine and
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Dentistry. And spent seven years publishing rather than
peri shi ng.

And ultimately, after | becane tenured after
seven years of teaching statistics and research at these
nmedi cal and dental schools, | becane the assistant
chancel l or for planning and program devel opnent. And ny
principal responsibility for the four years as assistant
chancell or was to integrate the undergraduate curricul a
of medicine, dentistry, nursing and pharnacy.

And so | had this unique opportunity beginning
wi th the chanmpagne and chocol ate goi ng t hrough four years
where ny job was to make it possible for a nursing
student to take bio-chem stry al ongside a nedi cal
student. And actually, we discovered there was no
difference in the health sciences that these students
were |learning. So | becane intimately aware of the
curricula that were used to train physicians, nurses,
dentists, and pharnaci sts.

And because | was originally trained as an
econom st, | found that | could |ook at all of this from
t he perspective not only of ny years as a professor,
being a statistician and research professor, but also
| ooki ng at the econom cs harns that were associ ated here.
| realize that many of the people who woul d be digesting

this testinony are thenselves Ph.D. econom sts or |awers
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wel | -versed in antitrust. But it is no doubt in ny mnd
that 1've tried to defend in many of ny witings that
there are entry barriers, undeserved entry barriers
agai nst other qualified practitioners, usually deriving
fromstate practice acts.

There's clearly, as a nonopoly, harmunder this
old practice, the pricing arrangenent where there are
unnecessary health care costs giving this opportunity and
revenue to doctors to supervise people that quite frankly
have equal or even better skills. There's also the
ability on the part of the doctors claimng the right to
protect solely the direct access to patients for
unjustified incone disparities. And there is the
i nposi tion of unnecessary and unearned supervisory fees
whi ch have been nicely nmentioned by two of the preceding
speakers.

But at the bottomof the line, there is the
captain of the ship authority, the very strong assertion
that only the doctor is qualified to take care of the SS
Heal th care or whatever it mght be, and it is the ship
that fails to recognize that other people could neet the
same criteria.

So toward the end of ny four years as the
assi stant chancellor, | began to go back to my physician

col | eagues and many friends outside of academ a who are
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doctors, what is it that nakes the doctors special? You
tell me because you' ve been to nedical school, that you
are the only ones who are qualified to supervise patient
care. And after many interviews with physicians and four
years of immersing nyself in the curricula of a |ot of
t he non- physi ci an professional schools, | devel oped and
presented in ny book, "Not What The Doctor Ordered,” what
| thought were the seven criteria that nmedicine stood on
to claimits right to control the patient enterprise. |
even had a cartoonist in ny book, Not Wat The Doct or
Ordered, put the captain of the ship up there. You had
to step up these seven steps to prove that you deserve to
be in charge of a health care delivery team

And very quickly, there is our advanced
education, nanely, a six-year mninum all involved in
clinical sciences at a publicly accredited academ c
health center. Ongoing certification where you had
current know edge, you're required once you conpl eted
your training to stay current, not the years of training
because the half-life of nedical know edge, | argue, is
now | ess than two years. Conpetency-based testing on a
regul ar, periodic basis showi ng that you knew what you
were still doing. Again, unrelated to years of training,
but to keeping up with fast-based change.

The scientific base, something that | strongly
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bel i eve in, using random zed and controlled trials
reported ultimately in a peer review literature a
coherent, clinical nodel. And indeed, allopathic
medi ci ne and osteopathic nedicine are very clear and
somewhat different clinical nodels. But so, too, did
nursing and pharmacy in the various advanced therapies.
And definitely a philosophy of patient care.
Professional liability was clear. | don't think anyone
shoul d have the right to see a patient w thout someone
el se overl ooki ng their shoul der unless they can get
i nsurance coverage and have neani ngful sanctions for
viol ating the professional responsibilities.

Then, there's a professional ethic, nanely,
commtnment to the general welfare and an accountability
to the clientele, that again were part of what ny
physician friends told ne made them the uni que captains
of the ship. But last but not |east was the quality
assurance. And | think that if the research enterprise
in the last few years has done one thing nore than the
other, it's this concept of evidence-based practice and
out come neasurenent. And | included that in a book
witten back in '98 as one of the seven pillars of
i ndependent practi ce.

So, when | began to apply this based on ny

know edge of what people knew, | discovered that there
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were actually several substitutes within defined scopes
of practice who nerited i ndependence defined by the sane
criteria that physicians had used to be the captain of
the ship. Not only were physicians qualified to be the
captain of their ship, but advanced practice nurses,
clinical pharmacists, advanced practice therapists and
psychol ogi sts, very anply and ably descri bed by several
precedi ng speakers, net the sanme criteria. And I'Il be
delighted to debate those with ny physician friends in
the panel in just a nonent.

But | think there are clearly factors which
woul d negate this right to i ndependent practice if any
one of these seven, be it the physicians or the advanced
practice nurses or therapists, were to fail to maintain
the integrity of these foundations to allow the nodel to
get nuddy or to sonmehow avoid liability. |If they were to
be subject to random zed and controll ed research trials,
in other words, defensible research that showed inferior
outcones or if we were to discover discrepanci es between
expected and actual practice, we could chall enge that
i ndependence. But absolutely no evidence of any of those
have been submtted so far today.

What we have heard and what we see in
consi derabl e evi dence provided in docunents |I'Il share

with you in just a nonent are sonme very fal se argunents
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agai nst the independent practice for certified registered
nurse anesthetists. For exanple, there's the anple
argunent, part of ASA's litany, that physician
supervi sion ensures quality. And yet the concept of
supervision is poorly defined and inconsistently
practiced. Supervision can nean many different things to
many different people. And it's al so backed by unfounded
assertions, not by research.

| ndeed, | would love to refer you, and, in
fact, do refer you to the March newsletter of the
Anerican Society for Anesthesiologists where the editor
of that particular journal says, and | quote, "For the
safety of our patients, we realize that physicians nust

remain in charge of all aspects of nedicine including the

delivery of anesthesia care.” W've already heard that
today. "Although nost nurse anesthetists,” and | |ove
this, "like npbst anesthesiologists,” why not al

anest hesi ol ogi sts, "have as their preem nent goal the
provi sion of good, clinical care for their patients, the
nurse anesthetists state and national organizations al
too often appear to be fixated on the single issue of
i ndependent practice."”

| "' m absol utely amazed then that the ASA can
argue that they're going to be guaranteed good quality

care when the editor of their own journal and the
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official publication of the ASA just two nonths ago
admtted that not all anesthesiologists are dedicated to
high quality care. There's an assertion by extension
t hat the anesthesi ol ogi sts prevents independent practice.
There's certainly the reference to the well-known
scarcity of anesthesiologists in rural areas, and I live
inrural Arerica so Il'mwell famliar with this. And
then of course, there's the declining quantity of new
anest hesi ol ogi st s.

And, again, | refer to one nonth later, to |ast
month's issue, April, excuse, now that it's June, two
nmont hs ago, fromthe Secretary of the American Society of
Anest hesi ol ogi sts. And she said, I'mrelating to this
argunent that anesthesiologists will ensure necessary
coverage in quality, this is a direct quote:

"I'n summary, because of |ow nunber of trainees
and low witten pass rates which bottonmed out at 46
percent of the people that took the examin 2000, the
nunber of newy board certified anesthesiol ogi sts who
becane available to enter the national workforce pool
went from an annual high of 1,536 in '97 to only 705 in
2001. This represents only half the nunber of new ABA
di pl omat anest hesi ol ogi sts avail able annually five years
earlier."

This is not invective fromthe AANA, this is
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fromthe official publication of the Anerican Society of
Anest hesi ol ogi st s.

Anot her fal se argunent is that the independent
authority elimnates collaborative practice. And we've
al ready heard the evidence or the concern that nurse
anest hetists or psychol ogi sts or physical therapists who
are all owed i ndependent authority would not continue to
be part of the team Yet, in doing ny research, | found
many areas, many of the states where independent practice
is allowed, in anesthesia, in physical therapy, et
cetera, where collaborative practice is still very, very
inmportant. And indeed, what | have also found is that
many anest hesi ol ogi sts support independence for CRNA's
Any assertion that all anesthesiol ogists feel the sane
way as what we've heard today would be totally wong.

Then there's this idea of the quality
i nperative conpelling us to keep nurses in ICUs. And
again, fromApril issue, and again, witten by the editor
of the ASA's own journal, | find this patronizing quote:

"I'n order to increase the ranks of the student
nurse anesthetists, recruiters nust draw from a
critically short supply of nurses in general, and |ICU
nurses specifically. This requirenment is counter-
productive in a tine when patient's safety inthe ICUis

bei ng enphasi zed by nmaj or corporations such as Leapfrog."”
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I"mvery famliar with the Leapfrog assertions.
|"ve read that literature extensively, and it deals with
t he physicians, not with the nurses. And again, | find
it an exanple of anticonpetitive behavior to suggest that
nurses should stay in the 1CU rather than nove to
critical care and advanced practice nursing by delivering
anest hesi a.

Anot her fal se argunent is that the captain of
the ship tradition saves noney, and yet there's anple
evidence that there's a wasteful duplication. | have
four people, in other words, an anesthesi ol ogi st
supervi sing three anesthesia assistants or three nurse
anest heti sts, why not have themall delivering the
anesthesia? At least the certified nurse anesthetists
and t he anest hesi ol ogi sts?

And i ndeed, there are many cases where the
captains are |l ess know edgeable than the crewin this
i ssue of del egation or supervision. And | discovered,
and | think it's a clear |esson of the health reform
debates of roughly ten years ago, that the public cares
much nore about choice than cost and health reform

So efforts to suggest that we need to naintain
cost here are second to what | think is clearly the
public's focus on having choice between qualified

providers. There's also the assertion nmade in severa
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ASA tones that the dependent practitioners will remain
loyal to the care team One of the reasons that | do not
i ncl ude physician assistants in ny book, "Not What The
Doctor Ordered,” is as | began to interview physician
assistants, | found many of them demandi ng i ndependence
even though they by statute were required to be reporting
to physicians. And so PA's, when they first forned their
trai ning prograns, argued very strenuously that they
woul d stay wthin the fold. | think it mght be safe to
say that as many as the majority would now | i ke out.

The issue of anesthesiol ogists being the
solution to the problemal so strikes ne as inappropriate
in context to debating whether nurse anesthetists and
physi cal therapists and the |ike ought to have
i ndependence because in reality, | think it is an
anticonpetitive act to replace CRNA's. And there's
absolutely no way by ny criteria that anesthesiol ogy
assistants are substitutes for CRNA's. They don't even
cone close in that seven-step |l adder that | nentioned a
nonent ago. And there are certainly no nodels or valid
studi es denonstrating actual advantages to anesthesi ol ogy
assi stants.

And | certainly as a forner nedical schoo
prof essor and academ c adm nistrator don't see how any

new programcould grow in the state that nedical centers
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find thenselves in today. Nobody has any noney for
program expansion. So, if you say what problemthe
anest hesi ol ogy assi stants solve, the answer would be
none. | can only see control as the issue.

There are several protections that can be used
to support independent practice. First of all, surgical
privileges are awarded by hospitals, not by state
| egi sl atures, not by state boards. And indeed, the
privileges are coomonly tied to conpetencies, and you can
go to any hospital neeting ainmed at trustees or nedi cal
or even senior executive |eaders and di scover that making
sure you've maintai ned the conpetency of your people is
an obligation of the hospital. There is no evidence,
anything that I'maware of, that hospitals would
credential AA's. States may pass |laws but it doesn't
mean the hospitals will accept themgiven their
consi derably | esser degree of training. And | think it's
very clear that the Anmerican Hospital Association and the
State Hospital Association support the CRNA's in their
position and do not favor continuing the mandatory
supervi sion requirenent.

The next, and it's a very inportant point, is
that the surgeons ultimately get to accept the anesthesia
practitioner. And so, if indeed the surgeons are quite

willing to accept anesthesiol ogists with nursing
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background or anesthesia adm nistered by nurse, then I
think it's perfectly safe to say that the people who are
on the ultimately responsible side of the table have no
problemw th this. And then, there is the formalized
expectations of individual and organi zation
accountability. Nobody practices unsupervised today.
One of the biggest significant changes taking place in
health care today is requiring everyone to be very nuch
operating out in the open and account abl e.

So the conclusion that | draw after many years
of being involved in this wth a bizarre background is
that the CRNA's are at | east as good as anesthesiol ogi sts
by any of the criteria that nmerit the right to
i ndependent practice. There is no valid research show ng
t hat unsupervised CRNA' s provide inferior care.
repeat, no valid research challenging that assertion.

And the fact that professional liability clains have
dropped dramatically over the |last decade for CRNA's
t hi nk proves the fact that they have an excellent record.

And | also think there's anple evidence that
anest hesia services will be worsened by mandatory
supervi si on because then nurse anesthetists cannot
practice, for exanple, when the doctor takes a well -
deserved day or two off. |If one would argue that we

shoul d | eave physicians in control of the system then
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why do we have so many problens after a century of
physi cian-controll ed nedicine that we're trying to
reforn? First of all, there's the argunent, well, we're
going to see continued quality if we have the
anest hesi ol ogi st in charge. That |'mvery di sturbed by
the fact that so many, an increasing nunber of
anest hesi ol ogi sts thensel ves are i ncapable of being
certified by their profession's criteria.

| al so, as an econom st, am concerned t hat
sonet hing greater than the inconme differential, sonething
greater than a factor of two, sonewhere between two and
three, of the noney that can be earned by an
anest hesi ol ogi st and a nurse anesthetist for effectively
doing the sane thing. And since there's no difference in
outcones, | absolutely can't understand why there's this
difference in incones. Then there's also the issue of
access where supervision unnecessarily reduces the
avai lability of services.

The argunent, | think, that the bottomline is
that the argunents agai nst unsupervi sed CRNA practice are
simply wong. They're not backed by science and fact.
And | think it's based effectively on inconsistency in
the argunents, and |I've shown you exanples fromthe
recent literature and the self-interest. | think the

real concern is that the doctors believe that CRNA's are
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not what the doctor ordered. And what it really should
boil down to in the 21st century policy of this country,
and that's why |I'm so happy the Federal Trade Conmi ssion
is looking at this, is the consuners deserve the choi ce.

It's not an issue as one of the previous doctor
said of the doctors having the right to the patients, it
shoul d be the right of the patients having the choice of
equally qualified providers. And in the case of
anest hesi a and several other professions recognized in
this roomtoday, there is sinply no justification for the
medi cal nonopoly. | submt that ending this nonopoly is
an inportant key to health reform Thank you very nuch.

(Appl ause.)

MR. HYMAN. If | can have all of the panel cone
up and take their seats? W've got just a little over 20
m nut es, because we always end on tine. Cheers fromthe
panel and the audi ence. And we've covered a | ot of
territory. Qur general practice is to allowthe earlier
speakers to comment on the | ater speakers because the
| ater speakers had the benefit of hearing the earlier
speakers before the remarks.

| think 1"'mgoing to nodify that slightly
because as you've figured out by now, we've sort of
pai red the physical therapist and the neurol ogi st, and

t he anest hesi ol ogi st and the nurse anesthetist. And so,
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|"d like to ask first M. Mallon and then Dr. Modell
whet her they wi sh to comment on the remarks of
respectively the representatives of the American Acadeny
of Neurology and the representative of the CRNA's. And
then we can throw it open nore broadly for coments. And
| have a whol e series of questions.

But let me start with Dr. Mdell first. |'m
sorry, M. Mallon then Dr. Modell.

MR. MALLON: Surprisingly enough, | would |ike
to offer some comments.

MR. HYMAN: |'m shocked. Shocked. Pl ease.

MR. MALLON: | think, Dr. Mdell, the concerns
that you raised on their face are plausible. The problem
is there is no evidence to say that they exist in
reality. There's no evidence to say that direct access
to physical therapy is going to cost nore. |In fact, what
evi dence exists says that it will be cheaper. There is
no evi dence that says that direct access to physi cal
therapy will create harm

And in fact, the testinony of liability
insurers would be just to the opposite, that direct
access has no effect on premuns. Nor could you search
any of the 50 state |icensure boards to find any evi dence
of professional action taken agai nst physical therapists

because of harmin this area. The sane could be said, |
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t hi nk, about |ack of quality and |ack of coordination.
That's with regard to direct access.

Secondly, with regard to EMG EMG constitutes
no expansion of PT practice. PT s have been doing EMG
since at least the early '70s. Medicare recogni zes and
pays for EMG provided by physical therapists. | doubt
t hat medi care woul d pay for sonething that is going to
create harmor is being provided by inconpetent people.
The states, by and large, in fact there is only one state
that we know of that directly prohibits physical
t herapi sts fromperform ng EM5 and even before that
provi sion, that state had no physical therapists
performng EMG It happens to be Hawaii .

Thirdly, EMS s do not produce a nedi cal
di agnosis. They produce findings which are used by
physi ci ans to make a nedical diagnosis. And | should
clarify here, physical therapists are not claimng to
make a nedi cal diagnosis. W do not diagnose
pat hol ogies. W, I'mnot a physical therapist. Physical
t herapi sts do not diagnose pathologies. And there is no
time that we've ever clainmed that. Physicians on a daily
basi s use the findings supplied by physical therapists,
and many neurol ogists do this, supplied by physical
t herapists in order to make the EMG finding, in order to

make a nedi cal diagnosis.
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Fourthly, we have great respect for
neurol ogi sts and all other physicians and we are
certainly not wanna-be physicians. W are physical
therapists. And | take a, | hate to be old fashioned,
take a little unbrage at the position that only
physi ci ans care about quality and patients. Quality and
patients are the utnost concern of the physical
t herapi sts, and | suspect to many others. And physicians
have no hold on that market. Thank you.

MR. HYMAN: Dr. Modell, briefly?

DR. MODELL: Yes. 1'd like to have an hour and
have his slides so that | could have his talk but wth a
di fferent perspective. But | know that's not possible.

Wth all due respect, | think many of the
things that you pointed out are your opinions. You
tal ked about basing themon fact. | didn't see the
facts. You talk about there's no definition of
supervi sion, the Toepfer regulations in the m d-1980s of
Medi care clearly outlined what is necessary for
appropriate nedi cal supervision of nurse anesthetists and
not hi ng has changed. And those regul ations cane fromthe
Et hical Practice Guidelines of the American Society of
Anest hesi ol ogi sts. | know that because | gave themto
the Senate Committee that put that bill forward at that
tine.
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As far as the education of the two groups,
sure, you can take pharmaci sts and nurses and doctors and
give them sone of the basic science material together
We've done that. But | have had a programthat | was
responsi ble for, for training anesthesiol ogy residents
and a programfor a school for nurse anesthesia at
exactly the sane tine in ny institution.

The people that cane in to the nurse program
were all A students. They were the cream of the crop.

It was extrenmely conpetitive. W took about four or five
students a year out of a pool of several hundred.
Nevert hel ess, these individuals had to have suppl enent al
tutoring or educational courses in addition to the
general courses that we gave in order to make up for the
| ack of the background of medical school. There's just
no question about it.

Anot her thing that | have done over ny past 45
years as a physician has been to review all eged nedi cal
mal practice cases. And | know under HI PAA regul ations, |
can't disclose any particulars, if | did sone of you
woul d absolutely cringe. But | probably | ooked at about
400 at |east, roughly one-third for the plaintiff and
two-thirds for the defense. Sone of the errors of
om ssi on because of the |lack of nedical school education

and nedi cal know edge in making pronpt di agnosis of
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adverse things that occurred under anesthesia have
accounted for the majority of the problens in causing
death or brain damage in those patients.

I'"'ma little different than the rest of you.
|'ma practicing physician. 1've never in ny life gotten
paid on the basis of how many patients |'ve taken care of
or what | did to them because | practiced in the US Navy,
the University of Mam and University of Florida. |['ve
al ways been salaried. |'ve never |ooked to see what |
get paid or don't get paid for them | think I can be
obj ecti ve.

And now, for the past two years, | donate ny
time to the University of Florida and | take care of
patients and | teach students and residents w thout
getting a paycheck. | do it because | love it. And |'ve
had a | ot of experience doing it and I don't see how
anyone who i s an econom st can take a couple of little
excerpts froma couple of newsletters, particularly one,
David Matthew is not the editor of that journal, by the
way. David Matthew is not an editor of that journal. He
lives in Gainesville.

| know David, | talked to himtwo days ago,
he's not an editor of the ASA newsletter. But you can't
take a couple of excerpts like that. Wat you can take

are the studies |ike the Pennsylvania study. And that
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study is very, very inpressive in that there were 25 nore
deaths in 10,000 nedi cal patients when anesthesi ol ogi sts
don't nedically direct nurse anesthetists.

The other thing you need to |look at is the fact
that the majority of the unsupervised "nurse anestheti st
cases” are in rural hospitals and doctor's offices. They
are short cases, they're not conplex cases. The people
who are really sick, they don't take care of themin
those hospitals. They ship themto us at the university.
So, you need to correct those things for patient
popul ati on.

As far as office safety is concerned, | was
appoi nted by Governor Bush in the State of Florida to the
Comm ssion on Safety in Ofice Surgery a couple of years
ago. \Wen you renenber nationw de, they blew up all of
the deaths that we had in offices, in plastic surgeon's
of fices, cosnetic surgeon's offices and so on. | had the
opportunity as a nmenber of that Conm ssion to review
every one of those cases and to participate. | was the
only anest hesi ol ogi st on that Conm ssion of 12 people.
The others were nurse anesthetists, surgeons, |awers,
consuners, et cetera.

But that Comm ssion recommended to the Board of
Medi ci ne that nurse anesthetists not do independent

general anesthesia in doctor's offices on the basis of
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safety. W did nmake the opportunity avail able for
surgeons who are qualified to nedically direct the nurse
anesthetists in their office. And the surgeons then had
to apply to the Board of Medicine to becone certified to
be qualified. To date, | think there is only a snal
handful of surgeons who have done that and been
credentialed to do that on the basis of training and
experi ence.

So, let's look at the facts. And the fact is
you can't take away a nedi cal school education and an
extra two years of residency fromne in order to say that
a nurse anesthetist is at |least as good if not better
than | amin being a doctor. Now, |I'mnot anti-nurse
anesthetists. | work with themall ny life. 1 think
they're terrific people. They're well trained for what
t hey do under appropriate nedical direction. And if I'm
going to sleep, Lord help you, if you don't give ne a
medi cal direction of that nurse anesthetist, for | can
prom se you ny famly wll be after you with my son who
is a lawer.

MR. HYMAN. Let nme open this up to anyone who
hasn't spoken yet.

DR. LOVMAZOW First of all, I don't want to get
into a one-on-one with M. Mallon, but it's nore than

Hawaii. M hone state in New Jersey does not endorse and
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does not permt physical therapists to perform
el ectromyography. So it's clearly not just Hawaii .

Nunmber two, the basic issue of this whole thing
here is do you want to run the system on high octane or
regular? Do you want to use factory parts or do you want
to use knock-offs or rebuilts? The American public
deserves the best. They pay for the best. Anerica
rewards excellence. So, you can run the system but then
all you're going to wind up with is an execrable
reduction in quality and accessibility of health care if
t he people who are nost qualified -- now, we have
survived in that, as nuch as you like it or whether you
don't like it, doctors have survived the natura
sel ection process it takes to becone a doctor.

There's a |imted anount of physicians in
nmedi cal schools. W sacrificed 12 years of our lives
over 60 hours a week, and that's mnimum to get where we
are. W're survivors. W've been naturally selected to
get there. And we deserve what we get. | don't
apol ogi ze. | don't apol ogi ze for physicians.

And then, I'malso not tal king about economi cs.
You guys are tal king about economcs, I'mthe one that's
tal king about quality. And I concur with the other
doctor over here. And as far as the captain of the ship

thing is concerned, as nmuch as you may |i ke Fletcher
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Christian, there's no doubt that Captain Bligh was a
better and nore qualified sailor. Thank you.

MR. HYMAN: Let ne first ask whether Dr. Newman
wanted to get involved. And then I'll go back over to
this side.

DR. NEWMAN: Certainly. No question. Please.

MR. HYMAN:  You can say no.

DR. NEWWMAN: No, | do. | do want to get
i nvol ved. Loaded otherwise. | think one of the basic
guestions here is, and it applies across the board, is
there only one way to train for the purposes of providing
good quality service, whatever that service mght be?

And | can only look at it fromthe perspective of those
issues that we're involved with, and | would argue there
is nore than one way to train for that. Both in terns of
the training that goes into the practice of psychology in
hospitals.

The California Supreme Court in CAT v. Rank
very explicitly said either the psychol ogist or the
physi cian could be captain of the ship. There was
not hi ng about either that foreclosed themfrom being the
captain of that treatnent team But | would take it
beyond that and say that we have seen very clearly froma
Depart ment of Defense denonstration project, the psycho-

phar macol ogy denonstration project sponsored by the
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mlitary and the Departnent of Defense in an attenpt to
answer the question: Can already |icensed clinical
psychol ogi sts be trained with enough nedici ne and
phar macol ogy to be able to prescribe safely and
effectively without having to go to nedical school ?

And in fact, the conclusion of that program by
every study that's been undertaken is a clear yes.
Clinical psychol ogists can be trained without going to
medi cal school, w th enough nedici ne and pharmacol ogy to
provi de safe and effective prescribing. 1In fact, the
nost conprehensi ve study done by the Anerican Coll ege of
Neur o Pscyho- pharmacol ogy found that those psychol ogi sts
who were trained in the program"filled critical needs
and performed with excell ence wherever they served." So,
| would argue to you that there is in fact nore than one
way to train to provide qualified services.

VR HYMAN: Pr of essor Bl oche?

DR BLOCHE: 1'd like to build on what Dr., is
Lozanow?

DR. LOVAZON  Lomazow.

DR BLOCHE: Lonazow said. | also, nyself,
went to a residency training program | know that
feeling of being exhausted, being on call, getting up the

next day, sonmehow trying to nmake it through the day,

feeling that you're at the end a survivor, and feeling
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sonmehow that the system owes you sonething for what you
endured. That's a very profound and natural kind of
feel i ng.

At the sanme tinme, froma public policy
question, the issue is not what way of doing things
provi des the absolute best, the Cadillac of health care.
The issue is one, of course, of benefit tradeoffs. And
the data sinply hasn't been here, frankly, in any of
these presentations for a rational assessnent of what the
cost benefit tradeoffs are for the series of cheaper
versus nore costly ways of doing things.

There needs to be data both about quality and
out conmes and about the cost that an increnental
difference in quality, incremental difference in
intensity of training, et cetera, entails. And nedical
mal practice suits or judgnents or settlenents are not
good data. There's anple evidence to indicate that
medi cal nmal practice outcones are neither sensitive nor
specific as indicators of quality.

And a final observation, if | may. The
cacophony of what plainly are of turf clains, here after
all there is
-- it would be quite a coincidence if out of randomess
the positions taken aligned with the interest of those

who took them The cacophony of turf clains here
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underm nes the credibility of all health professionals
before the American public when it conmes to quality
issues. And the transparency of professional self-

i nterest behind these professional organizations' clains
al so erodes the ability of professional organizations to
argue credi bly for those professional norns that may
serve the larger welfare.

You're burning the seed stock here and | think
that there needs to be nore of an understanding of the
common self-interest of Anerican patients and health care
provi ders and how that is eroded by doing Jerry Springer.

MR. HYMAN:.  Professor Morrisey?

MR. MORRI SEY: Yes. Let ne briefly just concur
with Professor Bloche. It seens to me that the issue
here is really a |lack of evidence on one side or the
other. And at mninmum it would be nice to see the
Comm ssion and the Departnent conme forward with a cal
for additional rigorous analysis trying to | ook at
whet her or not the differences in |icensure provisions,
differences in scope of practice, differences in direct
access, differences in paynent issues affect cost, affect
utilization, affect quality. At mninum that would be a
good outcone in ny judgnent.

MR. HYMAN: Let ne follow up on that point and

ask a specific question, and then |l et sonme nore people
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speak. The specific question is actually to M. Bauer.
Dr. Modell referenced two studies, one done by it sounded
I i ke Penn, and the other he nentioned done by the
Anmeri can Associ ation of Nurse Anesthetists which he
suggested gave consistent results in a direction that he
i ked and presumably you wouldn't. So, | guess I'd just
like to ask you to coment on those studies and then
expand.

MR. BAUER | strenuously disagree with Dr.
Model | "s interpretation of the statistics of those
studies. | amfamliar with them And | would assune he
m ght have the power to get us a little debate in the ASA
journal because | as a former nedical school statistics
and research professor would be happy to explain why
t hose studies absolutely do not support the assertions
t hat he nade.

" m probably the only person sitting at this
table or testifying in this hearing today that is the
aut hor of a statistics and research used in nedical
schools. So, the integrity of research and the like is
sonmething | love to debate. And sinply the clains that
he made relating those deaths, | won't get into the
met hodol ogy right now unless you would |ike ne to, but
|"mprepared to. | think that's a little bit --

MR. HYMAN. | woul d encourage both of you to
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submt witten statenents on that, if you see fit.

MR. BAUER. | would be happy to do that.

MR. HYMAN: But | think given our tinme, it's
probably not the nost efficient use. Actually, | think
we would do it in witing, and let ne, you had your hand
up otherwi se, M. Bauer, as did you, Dr. Mdell. But M.
Bauer was first.

MR. BAUER | just want to nmake sure that the
Federal Trade Conm ssion does not |ose an issue that |
haven't heard fromthe physicians on the panel, and
that's the right of the consuners to choose.

Let's go back to the Arrow study, and one of
Prof essor Arrow s points was the inequality of
information. And that is sinply no longer true. It's
now possi bl e for people with the right kind of background
to get the sane information. There's absolutely no
uni queness to the informati on base available to a
physician or a nurse or a pharmacist. That has changed
dramatical ly.

And | also would Iike not to | ose sight of the
fact that the knowl edge base changes so fast that even
though | feel sorry for the years you stayed awake and
m ssed all that sleep as a resident, it's irrelevant now
because probably 80 percent of what you | earned in your

resi dency programis no |longer relevant. And so, there's
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a constant need to renew and that's why | devel oped the
seven pillars, if you will, not of wsdom but at |east
of noving science forward.

It's very inportant that the professions have
criteria to nake sure you stay up with the changes. The
nunber of years that you trained is irrelevant to how
conpetent you are with today's nedi cal sciences.

MR. HYMAN. Dr. Mbdell ?

DR. MODELL: | raised ny hand because you
asked, we have to | ook at cost-benefit ratio. According
to the Silber study, there's one nore dead person per 400
anest hetics given that were unsupervised. Now, ny
guestion is which one of us or which one of our relatives
is the one person and how much was their life worth?

| f you can put, the econom st can put to ne on
paper what one in 400 excess nortality is worth, then
can address that question. As a physician and as soneone
who has spent hundreds of thousands of our own dollars
trying to make anesthesia safer, | can tell you, that
nunber is unacceptable to me and to ny col | eagues at the
Uni versity of Florida.

DR. BLOCHE: You just pointed to the challenge,
t hough. You need to put a nunber on that one and 400.
Utimately, what is involved here is the need to cone up

with a valuation of a life saved. Wiat is this
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particular nethod, this particular policy costing in
terns of, well, the cost of each |life saved? Because,
yes, we can always say what if it's so and so who we
| ove, who we know? But when we | ose those resources
because we're taking the nore expensive nethod of doing
this, then we don't have those resources for other health
care needs.

So, there is that kind of tradeoff that always
has to be built in to that part. And so, if you can
gat her that data, that would be wonderful

DR. MODELL: To nme as a physician, it's totally
unethical to say | wll let sonebody die for noney. |['ve
never done that in ny life. |1've taken care of people
who didn't have a dinme, all right, that I've actually
gi ven them noney when they left the hospital to go get
something to eat. | can't do that. | can't |et people
die to prove a point.

The anesthesia death rate is | ow enough today
due to our efforts, not just mne but everybody in the
profession, that | amtold it wll take well over a
couple of mllion cases to get the type of statistical
nunbers you want and assign the dollars to it. And ny
feeling is, you know, I guess I'"'mglad I'm 70 years ol d.
Maybe | won't have to | ook every tine at the results of

that and try to put faces to the people that we killed in
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order to get those nunbers.

|"mnot an economist. And | can't put a price
on a patient's life, I'msorry.

MR. HYMAN. M. Bauer?

MR BAUER | will in my witten testinony show
why the one in 400 is an absol utely neani ngl ess
statistic. And even though I, as an econom st, thirst at
the opportunity to do this kind of cost benefit study, |
will agree on one point with Dr. Mdell. It would take a
study of mllions to come up with a valid point here, and
t he Pennsyl vania study to which he refers is several
orders of magnitude short of mllions.

DR. MODELL: Ch, yes.

MR. HYMAN:  Anyone el se? Let ne ask whether
anyone wants to make any closing remarks. | have many
nore questions but we're running out of tine. So,
anyone?

DR, LOVAZOW | just want to say that this
whol e i ssue of |esser trained versus nore trained, it
just sinply flies in the face of logic. | nean, and you
can tal k about studies and studies and studies, but it's
just illogical. You want the best. You want the people
that are best trained, the best qualified to do the
t hi ng.

Do you want a certified plunber or do you want
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some guy next door to conme over? And it's the sane
situation. | nean, there's, we reward excellence. W
reward training. The best get as far as they can go and
they strive to be the best. And why go to the Mayo
Cinic? Wy not go to Podunk General Hospital? | nean,
they' re the sane.

| nmean, you have to go back, with all the
statistics and all the education, just go back to plain
logic. And the whole idea of less qualified people
sinply flies inits face. Thank you.

DR. NEWVAN: Maybe this is nore the province of
t he Departnent of Health and Human Services than the
Federal Trade Comm ssion, but | would just point out that
we ought to be a little careful in ternms of our
preoccupation with getting the best when we have as many
peopl e as we have out there who are receiving no health
care at all.

MR. HYMAN:  Anyone el se?

MR. MORRI SEY: Don't forget consuner choice,
pl ease, Federal Trade Comm ssi on.

DR. MODELL: Can you put the word "inforned"
before that?

MR. MORRI SEY: Happily.

DR. MODELL: And then define how a consuner is

i nfornmed about the risks and the training of the person
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gi ving them anest hesi a because even ny own rel atives,
some who have Ph.D.'s in other areas call nme to get them
this and that and the other where they live in anesthesia
because they have no idea how to nake a choi ce.

MR. BAUER: They can just read ny book. Sorry
about that. | said that with a twinkle in ny eye,
pl ease.

MR. HYMAN. Well, on that note, I'd like to
thank the panel for their provocative presentations.

(Appl ause.)

(Whereupon, at 5:01 p.m, the hearing was

concl uded.) *okok k%
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WASHINGTON - Russ Newman, the American Psychological Association's (APA) executive director for professional practice,
testified before New Mexico's Psychologist Examiner's Board in support of regulations that would implement the state's new law
granting prescriptive authority to psychologists.

New Mexico was the first state to enact a law granting psychologists the right to prescribe. Seeing a psychiatrist in New Mexico
can take up to six weeks and an hours long commute. HB 170 and the regulations to implement it will expand the pool of mental

health care providers by providing additional training in medicine and pharmacology to psychologists who are already experienced
clinicians with doctoral level training.

In his remarks Newman thanked the board for its work developing a legal and regulatory "safety net" for prescribing psychologists

and their patients. The regulations are a collaboration between the Psychologist Examiner's Board and the state's Medical Board.

"The prescribing psychologist statute and proposed regulations are quite comprehensive, careful, and well thought through in
setting up extensive education and training requirements for prescribing psychologists which include numerous check points and
safeguards," Newman said .

Under the regulations, psychologists will undergo a rigorous training period. The period includes classroom study, physician
supervised clinical and assessment practicums, followed by a standardized national examination. Prescribing psychologists will
also undergo a two year conditional prescribing period overseen by a physician. Only at that point will prescribing psychologists
work independently, albeit in close collaboration with the patient's physician.

"The collaboration provisions of the regulations codify good clinical practice," Newman said.
This collaboration includes not only having the psychologist initiate contact with the patient's physician when medication is

warranted, but also having the physician initiate contact with the patient's psychologist when any changes in the patient's medical
condition might affect the treatment being provided by the psychologist.
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"This ongoing two-way communication is a model of integrated care," Newman said.

"With the adoption of these regulations, the New Mexico psychologists who have completed, or will complete the required didactic
and practicum training will be in a position to provide badly nheeded psychological and psychopharmacological treatment services,

working in collaboration with patients' primary treating health care practitioners," Newman said.

The American Psychological Association (APA), located in Washington, DC, is the largest scientific and professional organization
representing psychology in the United States and is the world's largest association of psychologists. APA's membership includes
more than 150,000 researchers, educators, clinicians, consultants and students. Through its 53 divisions and its affiliations with 60
state, territorial and Canadian provincial associations, APA works to advance psychology as a science and profession, and as a

means of promoting health, education, and human welfare.
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APA Raises Privacy Concerns on Mental Health
Records:

Proposed nationwide system of electronic records requires managing many patient confidentiality issues
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WASHINGTON - Patient privacy of mental health records was the focus yesterday during a hearing in Chicago, lllinois on the
proposed National Health Information Network, which is an element of the Health Information Technology initiative put forth by
President Bush in April 2004. The hearing was held by the Subcommittee on Privacy and Confidentiality of the National Committee
on Vital and Health Statistics whose charge it is to make recommendations to the Secretary of Health and Human Services as to

what privacy protections are necessary to implement an effective electronic health record.

Testifying on behalf of the American Psychological Association, Russ Newman, Ph.D., J.D., executive director for professional

practice, raised concerns regarding the need to maintain an extraordinarily high level of privacy where mental health records are
concerned.

"We believe that a National Health Information Network (NHIN) has the potential to improve the quality of health care provided in
this country, allowing instant access to critical health information at any point of care," said Newman. "At the same time, however,
we are extremely concerned about issues of privacy and confidentiality, particularly with mental health records, raised by this
proposed increase in accessibility of health information."

According to Newman, in order to develop the NHIN in a manner which will promote quality healthcare, it is critical to consider the
unique privacy issues relating to mental health records. "Most people understand that mental health records are particularly
sensitive because they may contain a patient's innermost personal information. Many also are aware that, unfortunately, the stigma
attached to mental iliness and mental health treatment makes the records of that treatment especially sensitive. Any breach of
privacy could be devastating to the patient. Unlike most other areas of health care, the mere possibility that confidential
information might be disclosed prevents successful treatment from occurring by interfering with the development of the necessary
trusting psychotherapy relationship and open communication with the therapist."

Additionally, Newman raised concerns about access to mental health records by others in the healthcare system not trained or
experienced with mental health issues, health insurers and law enforcement officials. Newman also discussed what choice patients
would have in deciding whether to have their records included in NHIN. "If patients consent to electronic records, it would be

necessary to inform them of all potential uses of their records and by whom. While most patients may want their records available
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to health care professionals who are treating them, they might feel quite different about giving such access to insurance
companies."

The American Psychological Association (APA), in Washington, DC, is the largest scientific and professional organization
representing psychology in the United States and is the world's largest association of psychologists. APA's membership includes
more than 150,000 researchers, educators, clinicians, consultants and students. Through its divisions in 53 subfields of
psychology and dffiliations with 60 state, territorial and Canadian provincial associations, APA works to advance psychology as a

science, as a profession and as a means of promoting health, education and human welfare.
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APA Comments: Proposed Rule Providing Modifications
to Standards for Privacy of Individually Identifiable
Health Information

by Russ Newman, PhD, JD
April 24,2002

U.S. Department of Health and Human Services

Office for Civil Rights

Attention: Privacy 2

Hubert H. Humphrey Building

Room 425A

200 Independence Avenue, SW

Washington, DC 20201

Re: Proposed Rule Providing Modifications to Standards for Privacy of Individually Identifiable Health Information, as published in 67 Fed.
Reg. 14776, March 27, 2002

Dear Department of Health and Human Services Representatives:

| submit these comments on behalf of the American Psychological Association ("APA" or "we"), the largest membership association of
psychologists with more than 155,000 members and affiliates engaged in the practice, research, and teaching of psychology, pursuant to
the March 27, 2002 request (67 Fed. Reg. 14776) for comments regarding proposed modifications to the final rule regarding standards for
the privacy of individually identifiable health information ("privacy rule"). As requested by the Department of the Health and Human
Services (the "Department"), we focus our comments on three provisions of the privacy rule for which modifications have been proposed.
Our comments concern: the proposed elimination of the patient consent requirement, the psychotherapy notes authorization

requirement, and the "minimum necessary" requirement.

On December 17, 2001, the Mental Health Liaison Group ("MHLG"), the primary mental health advocacy coalition for mental health
consumers, professionals and providers in Washington, DC, wrote to Secretary Tommy G.Thompson, regarding the patient consent,
minimum necessary, psychotherapy notes authorization requirements, and other provisions in the rule. Our comments offered below are
similar to those contained in the MHLG letter, which was signed by 38 other leading mental health consumer, professional and provider
groups. Given this similarity and that the MHLG letter represents a consensus on the consent and other provisions that the Department

now proposes to modify, we attach this letter to our comments for your consideration.

Patient consent should remain in the rule and be refined to address concerns of emergency medical providers, pharmacists and other

entities regarding its impact on care.

The APA is disappointed with the proposed removal of the patient consent requirement of the rule at 45 C.F.R. § 164.506. During
Congressional consideration of privacy legislation in the 1990's and throughout the privacy rulemaking process, we have consistently

argued that patient consent is a cornerstone of assuring medical records privacy.

Patients have a right to their privacy, and therefore the right to protect the privacy of their records. Patients are afforded the opportunity

to exercise their privacy right when they give consent for the use and disclosure of their records for payment, treatment, and health care

operations purposes. Removing consent as proposed essentially shifts "ownership" of records to the entities that use and disclose them

for treatment, payment, and health care operations purposes. Under the proposed modification, the patient is merely given the

opportunity to acknowledge that he or she has received notice as to how his or her records will be used and disclosed.
https://www.apaservices.org/practice/business/hipaa/apa-comments?_ga=2.33100793.613200695.1622571489-1131337252.1614799295 1/10
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As the Department notes, consent has little value under current practice and in the rule because it is mandatory. If a patient refuses to
give consent, for example, he or she could be denied treatment. In practical terms, the distinction between patient consent and notice
may appear slight. The patient will either allow his or her records to be used and disclosed for payment, treatment, and health care
operations purposes, or be refused care in both instances. The distinction, however, may have legal ramifications for patients and for

those entities that use and disclose the patient's records.

Consent represents a signed agreement by the patient regarding the manner in which health care professionals, providers, insurers, and
other entities will use and disclose health information in the future. If a patient believes that his or her information has been improperly
used or disclosed, evidence of such violation is legally framed by the terms of the consent agreement. Patient notice does not provide

this framework, since a written and signed agreement does not exist between the patient and users of the record.

We urge the Department to carefully weigh this distinction, because the proposed consent modification, as mentioned, essentially shifts
"ownership" of the record from the patient to the entities that use and disclose the record for treatment and administrative purposes.
Under the modification, patients will lose their ability to give permission regarding the use of their records. Entities, but mainly insurers,
will gain regulatory recognition of their use and disclosure of patient records. This modification, subtle as it may be in practical effect,

appears to undermine the right of patients to the privacy of their records.

Rather than remove the consent provision entirely, the APA suggests that the provision be refined. For example, we believe that the
Department makes strong arguments regarding the excess burden that consent places on pharmacists and emergency care providers.
These arguments revolve around the difficulty of obtaining patient consent and its intrusion on the provision of patient care and services.

The consent provision should be refined to consider such circumstances.

Health plans should be required to obtain patient authorization for treatment, payment, and health care operations purposes for which a

patient could not foresee the use and disclosure of individually identifiable information.

In addition to strengthening the patient consent requirement, health plans should be required to obtain patient authorization for those
treatment, payment, and health care operations purposes for which a patient could not foresee the use and disclosure of individually
identifiable information. We view these certain purposes as administrative functions of the insurer that are not part of the direct treatment
of an individual patient. We suggest this change preferably in addition to retention of the consent provision. If the Department ultimately

removes consent, such patient authorization would be an important compromise that will help ensure the privacy of patient records.

The Department's statement in commentary to these proposed modifications that many patients "expect that their health information will
be used and disclosed as necessary to treat them, bill for treatment, and, to some extent, operate the covered entity's health care
business" may be true (1). Many patients, however, accurately believe that their treatment is no longer private. This belief appears to be
particularly held by patients in large health plans, which commonly place private health information in easily accessible databases for use
and disclosure by many employees for many purposes, identified in the rule as treatment, payment, and health care operations purposes
(2).

Patients have lost confidence in the privacy of their records and in the confidentiality of their relationship with their direct treating
professionals. In fact, we suggest that many patients loathe the current access of health plans to their private records for administrative
purposes that benefit the health plan and have nothing or little to do with their individual treatment. Part of the problem stems from the
necessary reality that, as the Department acknowledges, health plans lack direct contact and only have an "indirect treatment
relationship" with the patient (3). This lack of direct contact and a treatment relationship with the patient, however, is at the core of the

need for a patient privacy law in the first place.

Patients generally are not concerned with the use of their records by their treating professionals. Rather they are worried, and

legitimately so, with the use of their records by entities with which they have little or no contact.

The current broad use and disclosure of records by health plans represents an unacceptable status quo. A status quo that the

Department exacerbates by providing health plans with great access to patient records through very broad definitions of "payment",
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"treatment", and "health care operations".

Health insurance industry advocates have argued that expansive definitions of "payment, treatment, and health care operations" are
warranted, since access to identifiable patient information helps them improve patient care in addition to plan administration. Indeed the
APA agrees that some health plan activities, such as on-going quality assessment, can improve patient care. However, these activities
generally improve patient care in the aggregate and are not related to the direct provision of care to an individual patient. Therefore, an
individual patient's privacy is substantially weakened or even lost when his or her individually identifiable information is shared for

administrative purposes or for purposes that may benefit patients in general.

While the patient consent requirement would certainly not interfere with the treatment, payment, and health care operations of health
plans, patient authorization for use and disclosures that are administrative would take some effort on the part of health plans. However, in
our view health plans should not have such access to individually identifiable patient information for these purposes without patient
authorization in the first place. Requiring patient authorization would represent an important proactive step toward guarding the privacy

of patient records.

Many of these administrative functions that should require patient authorization are embedded in the "health care operations,"
"treatment," and "payment" definitions. These various administrative functions include: quality assessment and improvement activities,
protocol development, clinical guidelines development, student training activities, and fraud abuse and detection programs. We urge the

Department to require patient authorization for these and other administrative functions of health plans.

The psychotherapy notes patient authorization should be accompanied by an additional patient authorization for the release of

particularly sensitive psychological test data.

The APA is gratified to see the Department's continued support for patient authorization for the release of psychotherapy notes for
treatment, payment, health care operations purposes and for other uses and disclosures. By requiring an insurer or other covered entity
to obtain patient authorization for psychotherapy notes, 45 C.F.R. § 164.508(a)(2) provides an important privacy protection for patients
seeking and receiving psychotherapy and related mental health services. Slight modifications proposed by the Department appear to
strengthen the provision and, as the Department notes, to "clarify that this information is not permitted to be used or disclosed without

individual authorization for purposes of another entity" (4).

We appreciate the Department's commitment to the understanding that mental health records, such as psychotherapy notes, need
heightened protection in the rule. The reasons for such heightened protection are manifold but rooted in societal stigmatization of mental
disorders, and more intimately to the individual patient, in the fear that disclosure of a mental disorder and treatment to loved ones,

family, friends, business associates, and even acquaintances could harm these relationships, perhaps irreparably.

Patient authorization for release of psychotherapy notes will help secure the privacy of the relationship between the patient and treating
psychologist, but more protection is needed. Psychologists and some other mental health professionals typically create and maintain

psychological test data, which are in addition and often directly related to psychotherapy notes.

The privacy of test data should also be protected through patient authorization for release to ensure effective psychotherapy and other
mental health treatment. Such authorization will help preserve an atmosphere of confidence and trust so that a patient "is willing to make

a frank and complete disclosure of facts, emotions, memories, and fears (5)."

To clarify terms, "test data" includes test results, raw test data (generally, the test form itself, the actual answers of the patient on the test
form, etc.), reports, and global scores, and "test materials" include protocols, manuals, test items, scoring keys or algorithms, and any
other materials considered secure by the test developer or publisher. In this comment, we refer to both test data and test materials under

the blanket term, "test data."

Since publication of the proposed rule in November 1999, the APA has repeatedly requested that the Department provide for patient
authorization for the release of psychological test data in comments to the proposed and final rule (6). We have since been joined in our

request by 38 other leading mental health advocacy organizations of the Mental Health Liaison Group. In a December 17, 2001 letter to
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Secretary Thompson (as referenced above and attached), the MHLG requested that the Department amend the rule to provide for patient

authorization for the release of testing records.

A primary reason for providing for patient authorization of test data is one of continuity. A patient cannot feel secure in the privacy of his
or her relationship with a psychologist, if a realistic perception exists that some records, namely psychotherapy notes, require specific
authorization for release, while other records, psychological testing and assessment records, with similar and highly sensitive, often

embarrassing, information do not.

In discussing the psychotherapy notes patient authorization requirement in the final rule, the Department clarified the rationale for the
requirement:

[T]he rationale for providing special protection for psychotherapy notes is not only that they contain particularly sensitive information, but
also that they are the personal notes of the therapist, intended to help him or her recall the therapy discussion and are of little use or no
use to others not involved in the therapy. Information in these notes is not intended to communicate to, or even be seen by, persons
other than the therapist. Although all psychotherapy information may be considered sensitive, we have limited the definition of
psychotherapy notes to only that information that is kept separate by the provider for his or her own purposes. It does not refer to the

medical record and other sources of information that would normally be disclosed for treatment, payment, and health care operations (7).

We respectfully submit that psychological test data are exactly the same type of sensitive information as psychotherapy notes to warrant
patient authorization for release. Essentially, the Department has determined that heightened protection for psychotherapy notes is
needed because such notes: (A) contain particularly sensitive information, and (B) are kept separate by the mental health professional for
his or her own purposes. The Department further elucidates on the second requirement by indicating that such notes are of little or no
use to others not involved in the therapy, are not intended be communicated to or even be seen by persons other than the therapist, and
do not refer to the medical record and other sources that would normally be disclosed for treatment, payment, and health care
operations. As with psychotherapy notes, psychologists and other therapists may include portions of test data in patient medical records,

but that portion which is generally not shared should similarly fall under a patient authorization requirement for release.

A. Test data in psychological assessment contains particularly sensitive information.

Psychologists typically utilize psychological tests that require patients to divulge highly sensitive personal information, which is typically
as sensitive as the information contained in psychotherapy notes. For example, the Minnesota Multiphasic Personality Inventory (MMPI-2),
one of the most commonly used clinical tests, contains an item asking the respondent to indicate whether he or she has "indulged in
unusual sex practices." For example, MMPI-2 asks a respondent whether he or she "has used alcohol excessively." For example, the
Rorschach, again a common testing technique, asks respondents to interpret what a series of inkblots might represent. Common
responses include emotional expressions, fantasies, and notations by the psychologist on the respondent's behavior while giving the

response.

Obviously, these questions themselves and the answers the patient provides contain particularly sensitive information, far more sensitive
than nearly any information related to treatment for physical diagnoses. This information is more sensitive than general mental health
information that may be provided to health plans for purposes of payment, treatment, and health care operations. Certainly, test data
include patient emanations of highly sensitive information, which may have meaning only to the psychologist giving the test. For these
reasons, psychological test data contain sensitive patient information similar to that contained in psychotherapy notes and meets this part
of the Department's rationale for requiring patient authorization for release. In addition, these highly sensitive and personal responses are

meaningless to persons not trained to interpret them in the aggregate, as elaborated below.

B. Highly sensitive test data are kept separate by the mental health professional for his or her own use.

A psychologist is required by ethical standards, law, and contractual agreements to carefully determine the release of test data, to keep
certain test data for his or her own purposes, and to not include such data in the medical record (8). Many of these standards and laws

are meant to protect the patient and the privacy of the records, and contractual agreements with the test developer or publisher are

primarily meant to protect the tests themselves.
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According to the APA Code of Ethics, a psychologist must " . .. make reasonable efforts to maintain the integrity and security of tests and
other assessment techniques consistent with law, contractual obligations, and in a manner that permits compliance with the requirements
of this Ethics Code (9)." Unless otherwise mandated by law, a psychologist must request patient consent for release of test data in order
to obtain payment for services (10). Many states have statutes that require formal consent before records can be released or protect
against disclosure of mental health records under the psychotherapist-patient relationship. Even with such consent and consent

requirements, however, many psychologists release only certain test data to health plans.

For purposes of disclosing test data to health plans, such as (under this rule) for payment, treatment, and health care operations, many
psychologists provide written psychological assessments in place of sensitive test data. A psychological assessment, often a
standardized report, contains such information as an overall summary of diagnosis and treatment, diagnostic impressions and
interpretations, and treatment recommendations. Psychologists generally keep separate and for their own use test results (other than
summary results provided), raw test data, global scores, and test materials, such as protocols, manuals, test items, scoring keys,

algorithms, and other related materials.

A psychologist keeps much test data for his or her own use for purposes of psychotherapy and treatment and to protect the privacy of
the patient and of their psychotherapeutic relationship. In addition, many psychologists specialize in testing and administer testing for

psychologists and other therapists for purposes of patient treatment. Authorization must also apply to psychologists as test givers.

When a patient provides answers during psychological assessment, these are responses of the patient, similar to responses that a patient
would provide during psychotherapy. Assessment questions may require the patient to reveal highly sensitive personal information, and
the psychologist will protect this information as necessary. Psychological testing then, like psychotherapy, depends upon "an atmosphere

of confidence and trust in which the patient is willing to make frank and complete disclosure of facts, emotions, memories, and fears."

Psychologists are particularly careful not to release test data, other than assessment summaries, to individuals who are not qualified to
use such data. Regarding assessment techniques, interventions, results, and interpretations, for example, psychologists have an ethical
duty to " ... take reasonable steps to prevent others from misusing the information these techniques provide. This includes refraining
from releasing raw test results or raw data to persons, other than to patients or clients as appropriate, who are not qualified to use such
information (11)." Psychological testing standards call for responsibility for test use to be assumed by or delegated only to those
individuals with the training and experience necessary to handle these responsibilities in a responsible and technically adequate manner
(12).

Inappropriate release of test data can harm the health of the patient and the treatment relationship between the psychologist and the
patient. In commentary to the proposed and final rule, the Department clearly recognizes this potential harm and has thus included a
patient authorization requirement for release of psychotherapy notes. A patient, however, may be harmed in numerous other ways not

directly related to treatment when sensitive test data is inappropriately disclosed.

One way that a patient can be harmed by the release of certain test data, such as raw data for example, is by its misinterpretation by
individuals not trained in psychological testing, or by its use out of proper context. For example, an item on the MMPI-2 is combined with
other items to determine if the respondent is being truthful. In other words, for assessment purposes several items on the MMPI-2, when
viewed together can assist a psychologist in determining whether the respondent is attempting to mislead with his or her responses. One
of these items asks the question: "l do not always tell the truth." If the person answers "no" to this question, it may then be combined with
other answers to indicate that the person is actually attempting to mislead the tester. However, a "yes" answer, to a person not trained in
interpreting this test, may be seen as meaning that the person is an untruthful person, when in fact he or she is being truthful in

answering the item.

In addition to potential misuse, psychologists must consider release of test materials in relation to test security, potential invalidation,
copyright law and contractual obligations. Psychologists' consideration of these issues has been succinctly discussed in psychological
publication:

Disclosure of secure testing materials (e.g., test items, test scoring, or test protocols) to unqualified persons may decrease the test's
validity. Availability of test items to an unqualified person can not only render the test invalid for any future use with that individual, but

also jeopardizes the security and integrity of the test for other persons who may be exposed to test items or responses. Such release
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imposes very concrete harm to the general public-loss of effective assessment tools. Because there are a limited number of standardized
psychological tests considered appropriate for a given purpose (in some instances only a single instrument), they cannot easily be

replaced or substituted if an individual obtains prior knowledge of item content or the security of the test is otherwise compromised (13).

Psychologists must make sure when disclosing records to health plans, for example, that an individual in that plan is able to use the test
data appropriately and to ensure that unqualified individuals do not have access to the data. In doing so or in providing assessment
summaries in lieu of test data, psychologists protect the interests of the patient and meet their contractual and other obligations to the

developer or publisher of the test materials.

Because test data contain particularly sensitive patient information, which psychologists and other professionals, under ethical and legal
obligations, keep separate for treatment purposes of the individual patient, the APA urges the Department to require patient
authorization for test data. The mental health consumer and professional community is united behind the need for test data authorization
as an important means of securing the privacy of the records of persons seeking and receiving psychotherapy and other mental health

services. This important authorization should be included in the final rule.

Psychologists and other therapists should not have their participation in health plans predicated on seeking patient authorization for

psychotherapy notes.

An important component of the psychotherapy notes authorization requirement is that a covered entity, such as a health plan, "may not
condition the provision to an individual of treatment, payment, enroliment in the health plan, or eligibility for benefits on the provision of
an authorization (14)." Obviously, this provision ensures that the psychotherapy notes authorization requirement is meaningful in that a
patient may continue to receive treatment and remain enrolled in a health plan, even if he or she chooses not to provide sensitive

information contained in psychotherapy notes to a plan.

Likewise, a psychologist or other therapist should not have his or her participation in a health plan predicated on seeking patient
authorization for psychotherapy notes. In its December 2001 letter to Secretary Thompson, the MHLG anticipated that health plans could
potentially attempt to pressure therapists into seeking patient authorization for psychotherapy notes. The MHLG urged the Secretary to

provide guidance to ensure that the psychotherapy notes authorization could not be circumvented in this manner.

Unfortunately, we believe that health plans are now generating HIPAA information, targeted to our member psychologists, which is
unclear as to whether they must obtain patient authorization in order to remain in the plan. For example, in a recent publication from
Regence BlueCross BlueShield of Oregon ("Regence BCBSO"), participating professionals are informed that:

Non-psychotherapy notes are maintained in the patient's chart. Any items falling into the non-psychotherapy notes category must be
disclosed to the health plan and the patient, with only a general consent. With patient authorization (specific disclosure with expiration
and/or revocation rights) psychotherapy notes may also be disclosed to the health plan. All Regence BCBSO and affiliated health plan
agreements require the creator of the record to release records necessary to facilitate payment and health care operations. In the future,
Regence BCBSO will require contracted physicians and other mental health and chemical dependency providers to secure authorizations

under HIPAA that permit them to "use and disclose" information to the health plan (15).

After elucidating the privacy rule's definition of items not included in psychotherapy notes, the Regence BCBSO publication states that:
Under some circumstances non-psychotherapy notes may be sufficient to meet health plan needs for documentation. However, the

quality of record keeping varies widely and access to psychotherapy notes may be necessary to make payment on some claims (16).

Under the Regence BCBSO description of patient authorization for release of psychotherapy notes, a psychologist or other therapist
could reasonably believe that a health plan can require him or her to obtain authorization for purposes of the treatment, payment, or
health care operations of the plan. In addition, the therapist may perceive from this health plan instruction that obtaining patient
authorization may be required as part of his or her continued participation in the plan or that payment for services is predicated on the

obtaining of patient authorization for psychotherapy notes.

While it may be appropriate, in extraordinary circumstances, for a health plan to request that a psychologist or other therapist seek

patient authorization for psychotherapy notes, such request should not be coerced, either on the patient or the therapist. Certainly, this
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should not be a routine request under "some" circumstances, related to inadequacy of the quality of documentation provided to the plan
by a health care professional.

The privacy rule is quite clear that psychotherapy notes are not required for purposes of payment, treatment, or health care operations.
The rule clearly indicates those data elements that are excluded from the term "psychotherapy notes" that may be made available to a
health plan for treatment, payment, and health care operations purposes. These are: medication prescription and monitoring, counseling
session start and stop times, modalities and frequencies of treatment, results of clinical tests, and summaries of diagnosis, functional
status, treatment plan, symptoms, prognosis, and progress to dates. Psychotherapy notes are separated from these elements for the use
of the therapist in treatment. A plan may ask for clearer or better documentation from a provider regarding that information which is not
part of the patient's psychotherapy notes, but a plan may not routinely, or even sometimes, require a therapist to authorize release of

information contained in psychotherapy notes for its administrative purposes.

The APA does not know how common this sort of instruction, as provided in the Regence BCBSO materials, is. Unfortunately, we believe

that it could be a common instruction, which highlights the need for guidance by the Department on this issue.

The "minimum necessary" requirement should be interpreted most favorably to the patient to preserve the privacy of records when

disclosed to health plans and other entities for treatment, payment, and health care operations purposes.

We appreciate the Department's proposed modifications that clarify that oral communications between health care professionals in
treatment of a patient are not subject to the minimum necessary requirement. The "incidental" disclosure exception to the minimum
necessary requirement for such oral communications appears well designed and narrow to ensure that patient treatment between health

care professionals is not impeded. The APA supports the inclusion of this modification in the rule.

More importantly, we appreciate the Department's rejection of the suggestion that disclosures for treatment, payment, and health care
operations be exempted from the "minimum necessary requirement (17)." Requiring that health plans request the minimum amount of
individually identifiable patient information necessary for health plan administrative purposes lies at the heart of the protection that the

rule affords to patients and their records.

The privacy rule provides health plans and other entities great access to patient records for uses and disclosures related to treatment,
payment, and health care operations. This broad access is balanced in part by the minimum necessary requirement so that each time a
patient's record is accessed by a health plan or other third party, such entity must demonstrate that it is requesting the minimum amount
of patient information necessary for the purpose of its use. Removing or weakening the minimum necessary requirement would swing the

balance of the rule in favor of health plans and would essentially gut the protections that the rule affords for patients.

The Department appears to recognize this balance in its commentary accompanying these proposed modifications:

With regard to payment and health care operations, the Department remains concerned, as stated in the preamble to the Privacy Rule,
that, without the minimum necessary standard, covered entities may be tempted to disclose an entire medical record when only a few
items of information are necessary, to avoid the administrative step of extracting or redacting information. The Department also believes
that this standard will cause covered entities to assess their privacy practices, give the privacy interests of their patients and enrollees

greater attention, and make improvements that might otherwise not be made (18).

The APA appreciates the Department's continued recognition of the primary importance of the minimum necessary requirement for the
protection of the patient record. From our standpoint, health plans are most likely to be tempted to request an entire medical record, as
has occurred in the past. Throughout our comments, we have mentioned our belief that health plan demands for individual patient
information have substantially eroded the privacy of the records. For persons seeking and receiving mental health services, where
particularly sensitive health information is involved, the minimum necessary and the psychotherapy notes authorization requirements will

improve records privacy, while not denying health plans access to information for their administrative purposes.

The APA welcomes the Department's recent outreach to psychology and other professionals and consumers regarding the minimum

necessary requirement. We assume that outreach is part of the Department's intention, as stated in commentary to the proposed
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modifications, "to issue further guidance to clarify issues causing confusion and concern in the industry, as well as provide additional

technical assistance materials to help covered entities implement the provision (19)."

Regarding any such clarification or interpretation that the Department may provide regarding the minimum necessary standard, we
strongly urge that the Department interpret the provision most favorably to the patient and treating professional. This means in practice
that if health plans must have concrete definitions of minimum necessary information for treatment, payment, and health care operations

purposes, that such information be the absolute minimum necessary for such purposes.

To some extent, this minimum necessary data is already outlined for mental health records in the rule through the "psychotherapy notes"
definition. In other words, depending on the purpose of the disclosure, a health plan may have that portion of the patient's record that
concerns medication prescription and monitoring, counseling session start and stop times, the modalities and frequencies of treatment
furnished, results of clinical tests, and summaries of diagnosis, functional status, treatment plan, symptoms, prognosis, and progress to

date (20). A health plan may not have a patient's psychotherapy notes, absent patient authorization.

A health plan should never request, as some health plans currently demand, a patient's entire record without a compelling reason of a
need for the entire record. This is an abuse of records disclosure of which the Department is apparently aware and which the minimum

necessary requirement is meant to end.

Psychologists, by nature of the patients that they serve and the sensitivity of records associated with treatment, are deeply committed to
the preservation of the privacy of mental health records and patient records in general. The APA is currently working to help our
members understand and come into compliance with the privacy rule. We hope to continue to tell our members that the privacy rule
contains a substantial floor of federal protection for their patients' records. For these reasons, we hope that the Department will retain the

consent provision and improve the psychotherapy notes authorization and minimum necessary requirements, as we have requested.

The APA appreciates the Department's consideration of these and our past comments. We hope that the Department will continue to rely
on the APA as it implements the rule. Please contact Doug Walter, J.D., Legislative and Regulatory Counsel, Government Relations, at

(202) 336-5889, regarding these comments and for any further assistance that we may provide.
Sincerely,

Russ Newman, PhD, JD

Executive Director for Professional Practice

Endnotes
1. 67 Fed. Reg. at 14778.

2. Regarding patient concerns with the privacy of their records, see for example, California HealthCare Foundation, National Survey:

Confidentiality of Medical Records (January 1999). Available at http://www.chcf.org (http://www.chcf.org) .

3. 65 Fed. Reg. at 82648.
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7. 65 Fed. Reg. 82623.

8. For purposes of brevity, we generally do not attempt in this comment to discuss the large body of federal and state law that concern
the release of psychological test data. Many of these laws are peripheral to but affect the disclosure of test data for purposes of
treatment, payment, or health care operations. We reference these laws for purposes of the Secretary's information and would

provide more information regarding these laws upon his request.
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