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Date
MINUTES OF THE HOUSE HEALTH AND HUMAN SERVICES COMMITTEE

The meeting was called to order by Chairman Brenda Landwehr at 1:30 P.M. on February 7, 2007 in
Room 526-S of the Capitol.

All members were present except:
Clark Shultz- excused
Tom Holland- excused

Committee staff present:
Norman Furse, Revisor’s Office
Melissa Calderwood, Legislative Research
Mary Galligan, Legislative Research
Patti Magathan, Committee Assistant

Conferees appearing before the committee:
Mary Ann Caster- Cancer survivor
Dr. Henry W. Buck, OB-GYN
Dr. Alexandra Stewart, George Washington University Medical Center
Professor Jerry Slaughter, Kansas Medical Society
Chancellor Robert Hemenway, University of Kansas

Others Attending:
See Attached List.

Chair Landwehr announced that we would begin hearings on HB2227 - Requiring female students enrolling
in grade six to be inoculated against the human papilloma virus.

Proponent, Representative Delia Garcia stated that she had not been influenced by the entities that are being
accused of influencing legislators to bring forth this policy. She brought this forth in the name of good policy
in Kansas, emphasizing that she is a staunch supporter of health issues. We have the capability to prevent
numerous occurrences of the second most common type of cancer in women. By the age of 50, over 80% of
all women will have been infected with this virus. Following are organizations recommending the vaccine:
Center for Disease Control, American Cancer society, American College of Obstetricians and Gynecologists,
Society of Gynecological Oncologists. Representative Garcia has requested a revised fiscal note to adjust
for uninsured and under-insured populations covered by another plan. She also pointed out that the cost to
treat cervical cancer will be reduced with passage of this bill. (Attachment 1 & 2)

Proponent Mary Ann Castor, an eight-year cervical cancer survivor, described her symptoms, diagnosis, and
treatment. Ms. Castor stated that cervical cancer doesn’t end with surgery and she continues to be plagued
with physical problems related to treatment. We have an opportunity to protect our daughters from the virus
that causes cervical cancer before exposure. Our daughters deserve that chance.

Proponent Dr. Henry W. Buck provided the committee with a slide show of statistical information and
pictures of diseased tissue. (Attachment 3) Dr. Buck stated that the most effective way to prevent disease is
to avoid contact with someone who is infected. HPV vaccination is an evidence based recommendation based
on reality. In addition to cervical cancer, the human papilloma virus also causes a high incidence of genital
warts which would also be prevented by the vaccination. Congenital defects were found in five cases where
a pregnant woman received the HPV vaccination within 30 days of delivery. This issue is being followed
closely, and at this time it is not believed to be significant. The length of immunity is at least five years. This
issue is being followed closely and it is unknown at this time if a booster might be required.

Alexandra Stewart, Assistant Research Professor from the Department of Health Policy, School of public
Health and Health Services, The George Washington University Medical Center, testified from a neutral
position. Her primary research area is U.S. vaccine policy, focusing on access issues for all populations. She
discussed how school entry requirements impact our nation’s health and how vaccines are financed through
public and private payment systems. Vaccination laws have proven to be the most effective mechanism to
vaccinate our children. Based on experience with other vaccinations, we can safely assume that a school
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CONTINUATION SHEET

MINUTES OF THE House Health and Human Services Committee at 1:30 P.M. on February 7, 2007 in
Room 526-S of the Capitol.

mandate requiring HPV immunization will achieve more widespread protection against cervical cancer than
if Kansas relied on other policy reforms and parental education and persuasion. The existing structure for
financing vaccines is designed to accommodate newly recommended vaccines. (Attachment 4)

Anita Jamison, proponent, told her story of symptoms, diagnosis, and treatment. She is a five-year survivor
of cervical cancer. She stated that there is no reason not to vaccinate our children and asked the committee
to please pass this bill.

Chair Landwehr announced that hearings on HB2227 would be continued tomorrow, and opened hearings

on HCR 6006 - Resolution urging the governor and university of Kansas medical center to not enter any
affiliation without legislative review.

Proponent Jerry Slaughter of the Kansas Medical Society stated that the Kansas Medical Society is a strong
advocate and supporter of the University of Kansas School of Medicine and the school is most important to
the ability of our state to train adequate numbers of physicians to meet the health care needs of the people of
Kansas. He said that the proposed affiliation with St. Luke’s Hospital, a Kansas city, Missouri-based medical
care facility raises issues that should be given careful consideration.Any action by K.U.M.C. that could
potentially weaken the university hospital must be critically evaluated. It has also been reported that neither
the leadership of the hospital northe medical staffleadership has had meaningful participation in the affiliation
discussions that KU has conducted with St. Luke’s officials. (Attachment 5)

Opponent Chancellor Robert Hemenway, University of Kansas, informed the committee that it was recently
announced that the medical center has entered into separate letters of intent with Saint Luke’s Hospital and
the University of Kansas Hospital to pursue broader affiliations with each institution. He said that an
academic medical center consists of two basic elements: a medical school and its primary hospital. The
medical school is where the research and teaching take place. Further research and teaching by the medical
faculty and the delivery of cures take place at the hospital. As important as the relationship 1s between a
medical school and its primary hospital, the best academic medical centers must expose their students to many
types of patients, procedures and styles of care in order to produce the very best physicians. This requires that
a medical school affiliate with more than one hospital. A single hospital cannot sustain the requirements of
a large and growing medical school. We currently have multiple affiliates, including the two largest hospitals
in Kansas, both in Wichita. In Kansas City, we have decided to affiliate with additional hospitals to train
more doctors and better educate them. K.U. has applied for National Cancer Institute’s Designated Cancer
Center, which will not be attainable without additional affiliations. In addition, the affiliation will ultimately
make it possible for us to train an additional 100 doctors a year at an annual cost in excess of $10 million,
which will be paid to the KU Medical Center entirely by these new hospital partners. In addition, other
benefits of the affiliations include a broad-based group of corporations and private donors which has pledged
$150 million new dollars to support the expanded research and education vision of our medical center in
partnership with other life sciences institutions. The positive economic impact of such growth would be
impressive as well.

Dr. Hemenway stated that they will not support partnerships or affiliations detrimental to the future of the
K.U. Hospital or it’s patients, nor that transfer Kansas taxpayer dollars to directly benefit Missouri-located
institutions. We will only support affiliations which advance the vision of creating and sustaining new levels
of excellence. We will keep the Kansas board of Regents and the Kansas Legislature fully briefed on these
affiliation discussions as we move forward. Adoption of a resolution such as this would require significant
new administrative processes in order to comply with its intent. The restrictions imposed by it could easily
prevent many promising and productive agreements from going forward. An academic medical center has
in place hundreds of affiliations. Lives are saved every day because affiliations have been arranged.
(Attachment 6)

Chair Landwehr announced that due to time constraints we would continue the hearings on HCR 6006
tomorrow at 1:30. Meeting was adjourned at 3:30P.M.
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Testimony

HB 2227: An Act concerning certification of receipt of certain tests or inoculations
prior to admission and attendance at school, concerning
the human papillomavirus (HPV) vaccine
Presented to the House Health and Human Services Committee

February 7, 2007

Good Afternoon. Chairwoman Landwehr and members of the House Health and Human
Services Committee, thank you for the opportunity to conduct this bill hearing today so
we may be informed on all sides of this very important issue in regards to women’s
health in Kansas. I am testifying in favor of H.B. 2227.

I'am a staunch supporter of health issues, especially health access and women’s health
issues, which is why I love serving on this committee. I come from a family of five
daughters, with two nieces and a nephew; not to mention the many aunts and uncles, and
cousins who are mostly women. I am a college professor, and alumni of a sorority whose
philanthropy is cancer awareness. This issue of HPV affects both women & men. I have
followed this issue for a while now. This virus has affected my college students I work
with, family members, my constituents, some of our fellow colleagues, and yes even
some in this room. Ihave had many persons, including state employees, approach me in
this Capitol building thanking me for bringing this to the forefront. As you may or may
not know, I was not influenced by the entities that are being accused of influencing

legislators to bring forth this sound policy. I brought this forth in the name of the good
policy in Kansas.

The bottom line in this bill is that we have the capability to prevent numerous
occurrences of the 2" most common type of cancer in women. We should embrace this
medical victory in order to ensure that our girls benefit fully from this scientific
advancement. This vaccine will prevent many cases of cervical cancer in the future. As
always, state law continues to ensure the rights of parents to object to the vaccine for
religious or philosophical differences. Parents are allowed to opt out through a simple
process, just as they may for any other required vaccination. In addition, more people
will know about the vaccine and its benefits, increasing the rates of immunization. HPV
causes virtually all cases of cervical cancer. By the age of 50, over 80% of all women
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will have been infected with this virus. Requiring it is important because it will now be
covered by health insurance companies and Medicaid. I wanted to introduce this sound
policy for the sake of our Kansas women. I was glad to be joined by some of my
colleagues, both Republican and Democrat, both conservative and not so conservative,
both men and women.

I did want to add that the FDA (Federal Drug Administration) approved the vaccine, and
the following organizations recommend it:

. CDC (Center for Disease Control)

. American Cancer Society

o American Academy of Pediatrics

. American College of Obstetricians and Gynecologists
. Society of Gynecological Oncologists

I have welcomed the negotiation to implement this vaccine program in 2009-2010 as
opposed to this year, which I believe will alleviate most concerns on costs. On the topic
of costs, I wanted to address the high fiscal note on HB 2227. I would request that we
have a Revised Fiscal Note. On page 2, #3, the last sentence regarding the 7,448 females
(40%) “might have private insurance, no insurance, or are under-insured.”
Approximately 30% of these girls are insured, therefore, this fiscal note may be
artificially inflated. I am requesting the Revised Fiscal Note to take out the insured
population, since we have the First Dollar Vaccine Coverage that covers this, therefore
30% of the insured young girls should be pulled out of the Fiscal Note. The Kansas
General Fund does not pay for the insured girls, it pays for the underinsured. In regards
to costs related, it has cost $1.7 billion for cervical cancer treatment, and this bill would
help reduce those costs tremendously.

This human papillomavirus (HPV) is a virus that is preventable and vaccinating against it
is no different that getting shots for Hepatitus B or Tetnus, which are now mandated/
required in all schools. The vaccine has met all of the benchmarks for safety and
efficacy. We have a cancer that can be avoided.

I look forward to working this bill with you Chairwoman Landwehr and fellow
committee members. If there are no questions for me now, I'd like to introduce one of
the conferees.

Respectfully,
Delia Gfa’\“ QoL

Rep. Delia Garcia
103™ District
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Moves to Vaccinate Girls
For Cervical Cancer Draw Fire

As Merck Lobbies States
To Require Shots, Some Fret
Over Side Effects, Morals

By JOHN CARREYROU
February 7, 2007; Page D1

Bills being drafted in some 20 U.S. states that would make a
cervical-cancer vaccine mandatory for preteen girls are sparking
a backlash among parents and consumer advocates.

The bills coincide with an aggressive lobbying campaign by
Merck & Co., the maker of the only such vaccine on the market.
Called Gardasil, the three-shot regimen provides protection
against the human papillomavirus, a sexually transmitted virus
that is responsible for the majority of cases of cervical cancer.

If the state bills become law, they would guarantee the
Whitehouse Station, N.J., drug maker billions of dollars in
annual revenue from the vaccine.

Proposed legislation
varies from state to
state, but the bills
generally would require
girls to show proof that
they have received the
inoculation in order to
enter school. A number
of immunizations --
including those for
measles, chicken pox
and polio -- are mandatory for U.S. schoolchildren because they
block highly contagious diseases that can be spread easily in a
group setting. But HPV is different because it is transmitted
sexually. At $360 for the three shots, Gardasil is also costlier
than many vaccines (a measles-mumps-rubella shot costs about
$42.85 per dose, for instance), though it is generally covered by
insurance.

POINTS OF CONTENTION

Concerns over mandating shots:
+ Some parents say a vaccine for

%\I
HPV, the sexually transmitted 9 4
disease that can cause cervical >
cancer, effectively condones premarital sex.

+ Long-term efficacy and risk of side effects are
unclear. There have been 82 reports of adverse
events associated with the vaccine.

+ Gardasil is typically covered by insurance, but
is costlier than many other common vaccines.

Conservative Christian groups have long voiced opposition to
the vaccine, saying it would conflict with their message of
abstinence because it would, in effect, condone premarital sex.
However, concern has spread beyond the religious right as
momentum has grown for making inoculation mandatory. A
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children to the unforeseen side effects of a new vaccine to
protect them from a disease that is no longer very common in
the U.S. and often doesn't develop until much later in life.

Tina Walker, the mother of an 11-year-old girl in Flower
Mound, Texas, says she would prefer to wait until the vaccine
has been on the market for several years before subjecting her
child to it. "We are the guinea pigs here," she says.

Last week, Texas Gov. Rick Perry issued an executive order
mandating that the vaccine be administered to all girls entering
the 6th grade in the state as of September 2008. The Texas
executive order, which includes an opt-out clause for religious
or other "reasons of conscience," enabled the governor to bypass
what would have likely been a heated debate in the Texas
Legislature.

Many of the state bills contain opt-out clauses, but a few don't.
The bill pending in Florida would bar students ages 11 or 12
from being admitted to public or private school in the state
unless they can provide proof that they have been vaccinated or
that their parents opted them out after receiving information
about cervical cancer and the vaccine.

| Merck says
State by State | cervical cancer is
States that are considering making HPY ! the second-

* vaccination mandatory for pre-teen girls, or have

. already mandated it: leading cancer

among wommen

= California ® Maine - around the world,
u Colorado & Michigan - but the disease's
= Connecticut = Minnesota f Pl‘zvallfnlce is N
® District of Columbia  m Mississippi | ;‘; Sl.aTie owmn the
= Florida ® New Jersey | American Cancer
= Hawail = New Mexico . Society estimates
= [ltinois ® Oklahoma - that 11,150
= Indiana & South Carolina - women will be

K e diagnosed with
e F cervical cancer
= [entucky E Virginia

and 3,670 will die
from it in the U.S.
this vear. That's
equivalent to

o - 0.77% of cancers
diagnosed in the U.S. and 0.65% of U.S. cancer deaths each
year. By comparison, the society estimates that 178,480
American women will get diagnosed with breast cancer in 2007
and 40,460 will die from it.

“Executive order enacted.

Sources: Merck; the Natienal Conforence of State Legistatures;
Wemen in Government

Adding to some parents' concern, 82 adverse events among both
teens and adult women have been reported since Gardasil
became available last June. Many involve common immune-
system responses to vaccines, such as nausea, fever or rashes.
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But a number of patients suffered syncopes, or fainting spells.

“ALMarkel Close

Richard Haupt, Merck's executive director of medical affairs, RELATED INDUSTRIES

says the syncopes are caused by patients' anxiety at having a T
needle stuck in their arm and not due to any neuro-immune
reaction to the vaccine. Mr. Haupt adds that the number of Personalized Home Page Setup
adverse events is small compared with the hundreds of Put headlines on your homepage

thousands of doses of the vaccine administered so far in the U.S.  about the companies, industries and
topics that interest you most.

* Health

However, with any newly approved drug or vaccine, side effects

often don't become apparent until a regimen has been on the market for a while, leading some
patient and consumer advocates to urge states to hold off on requiring vaccination until
Gardasil's safety is more clearly established.

Of the more than 25,000 patients who participated in clinical trials of Gardasil, only 1,184 were
preteen girls. "That's a thin base of testing upon which to make a vaccine mandatory," says
Barbara Loe Fisher, co-founder of the National Vaccine Information Center, an advocacy group
that lobbies for safer vaccines.

Gardasil is approved for females ages 9 to 26, and the three-dose regimen is the same for all age
groups. The vaccine protects against four strains of HPV that cause 70% of cervical cancer
cases. So it would not eliminate the need for vaccinated women to have regular Pap smears to
detect cancerous cells caused by other HPV strains. HPV is also the virus that causes genital
warts.

Merck acknowledges that it doesn't know yet whether an initial vaccination will offer lifetime
protection or whether patients will need booster shots. So far, the company has shown only that
the vaccine lasts five years.

Merck started lobbying state legislatures to pass laws requiring vaccination last year after the
Centers for Disease Control and Prevention's Committee on Immunization Practices
recommended that all girls get the vaccine when they turn 11 or 12. Another HPV vaccine,
called Cervarix, is in development from GlaxoSmithKline PLC, but so far Gardasil is the only
regimen on the market.

As part of its lobbying campaign, Merck has been funding Women in Government, a
‘Washington, D.C.-based advocacy group made up of female state lawmakers. An executive from
Merck's vaccine division, Deborah Alfano, sat on Women in Government's business council last
year, and many of the bills across the country have been introduced by members of the group.

Merck declined to say how much money it has funneled into its lobbying campaign, or
contributed to Women in Government. A spokeswoman for Women in Government, Tracy
Morris, declined to say how much it had received from Merck. In Texas, one of Merck's
lobbyists is Gov. Perry's former chief of staff, and Merck's political action committee
contributed $6,000 to the governor's re-election campaign.

"Parents should be concerned that the only company that makes this vaccine is pushing behind
the scenes for mandatory laws," says Maryann Napoli, associate director for the Center for
Medical Consumers, a consumer group based in New York.

At a Merrill Lynch conference yesterday, Margaret McGlynn, the president of Merck's vaccine
division, acknowledged the company's aggressive lobbying campaign but said, "States decide
what works for them." She added that she had her own daughter vaccinated with Gardasil and
"immunizing females against cervical cancer is absolutely the right thing to do."

2-3
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Mandatory vaccination across the U.S. would make Gardasil an automatic blockbuster for Merck
at a time when the patents on some of its bestselling drugs are expiring and it's desperate to

replace their revenue streams. Gardasil's sales in 2006 were $235 million.

Cervical cancer is a much bigger problem in the developing world, which accounts for more than
80% of cases of the disease. Merck says it's committed to bringing the vaccine to developing

countries, but for now its availability is limited there to a few studies and demonstration

programs.

Write to John Carreyrou at john.carreyrou@wsj.com
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Curriculum Vita

Graduate of K.U. and K.U. Medical School

Univ. of Oklahoma Hospitals — intern, 1 yr. surg.

K.U.M.C - residency in OB-Gyn

U.S. Air Force — 2 years

' Private Practice OB-Gyn - 20 years in Lawrence

Head Gynecology Watkins Health Center - 18 yrs.

Chair of HPV & Other STDs Task Force of the
American College Health Assn. - 14 years

Principal Investigator K.U. site for initial clinical
.. study of HRV vaccine.

Disclosures

Merck Speakers Bureau
Merck OB-Gyn Advisory Board

3M/Graceway Pharmaceuticals Speakers

Bureau
Digene (HPV DNA test) Speakers Bureau

SurePath (iiquid Pap smears) Speakers Bureau

The Ideal
Universal abstinence* until marriage or at least

long-term commitment.

*Abstinence defined as no hand-genital or
genital-genital contact of any kind.

Reality

Virtually all available information demonstrates
sexual behavior to be far from ideal.

Some societies come close.

Some tend to have abstinence of females, but
not males.

To be responsible as a society , we must
deal with reality.

Abstinence
+ The most effective way to prevent infectious

diseases is to avoid contact with someone
who has one.

+ With Sexually Transmitted Infections
(Disease), this is known as Abstinence.

+ This is not based on morality or on religion. It
is simply evidence based medicine

60% of the college studants had
been HPV DNA pasilive by

2 yoors of faliow-up and 80%
became postive with increased
follow-up

612116 20 24 28 32.36 4044 48 5256 60

i Length of Follow-up (months).

House Health and Human Services
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Impact of Cervical Cancer

+ United States:
= Annual incidence: ~10,000
= ~10 women die each day of cervical
cancer
+ Worldwide: :
= Annual incidence: ~500,000
- Second most common cause of cancer
death in women
. —240‘l;190,dealhs each.year -
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HPV Infection
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HPV Types Manifestations
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Condylomata acuminata
AL (Genital warts)
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Transmission of Genital HPV
Infection

+ Sexual contact

+ Perinatal

+ Other means i
= Fomites, including sex toys

- digital

Management of Women with CIN 2 or 3

Except for special circumstances CIN2 &
3 are both actively managed by either
Excision (LEEP) or by Ablation (cryo) .
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Benign HPV-Associated
Disease Condylomata

acuminata

Common
warts

Laryngeal
paplllomas

HPV and Anogenital Warts

HPV & and 11 respansible for
>80% of anogenital warts’
Infectivity >75%2

Up to 30% spentaneously
regress within 4 months.?

+ Treatment can be painful and
embarrassing.*

-

+ e

+

are available for genital warts.®
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Topical and surgical therapies i

Recurrence rates vary greally.®
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GARDASIL®: The First Cervical'Cancer
Vaccine in the United States
+ Quadrivalent human papillomavirus 6/11/16/18 L1
virus-like particle (VLP) vaccine
+ VLPs are produced in Saccharomyces cerevisiae
= The L1 proteins self-assemble into VLPs.
+ Purified VLPs are adsorbed cn aluminum-
containing adjuvant.
« The adjuvant is amorphous aluminum
hydroxyphosphate sulfate (225 pg per dose
+ Each 0.5-mL dose contains HPV Types

6/11/16/18 (20/40/40/20 pg L1 protein,
respectively).

Prophylactic Efficacy: GARDASIL® Was 100% Efficacious
Against HPV 16- and 18-related CIN 2/3 or AIS

FUTURE] | | i
FUTURENl | 5201 o

Combined
|protocols | 3457 0 !
i
PV 15L1 VLP oAsIL !
i ma prespeceied o Y A povalues were <0 007, 1
. i CN 213 is >0% (FUTURE

" HPV L1 Virus-Like-Particle (VLP} Vaccine -
. Synthesis I

Licensed & Candidate Prophylactic HPV -

Vaccines
Vaccinel Target
Manufacturer HPVTypes  Schedule Adjuvant Groups
Quadrivalent  &M1/16/18 0,2,6 mos Alum Females
Merck & Males
Bivalent 1818 0,1,6 mos Alum Females
GSK and MPL

(ASO4)

Prophylactic Efficacy: GARDASIL® Was Efficacious Against
HPV 6-, 11-, 16-, and 18-related’ '
CIN (CIN 1, CIN 2/3) or AIS :

AT

| protocols

d for e s e 0001

suppariing agains: HPY
In: 3nd eMicary against HEA/ 18418-relaled CIN 273 is >25% (cambined pretocalsl.

‘supparting the lolowingconelusians: eficacy against HPV 61 1116/1reloled CIN s 220% (FUTURE

Prophylactic Efiicacy: GARDASIL® Was Efficacious
Against HPV 6-, 11-, 16-, and 18-related
Genital Warts

Combined
protocols

+ The efficacy of GARDASIL against HPV 6-, 11-, 16-,
and 18-related VIN 1 or VaIN 1 was 100%.
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Indications and Usage for
GARDASIL®
GARDASIL is a vaccine indicated in girls and :
women 9 to 26 years of age for the
prevention of the following diseases caused
by HPV types 6, 11, 16, and 18:
= Cervical cancer
- Genital warts (condyloma acuminata)
& the following precancerous or dysplastic

lesions:
« Cervical AlS - CIN grades 2 and 3
= VIN grades 2 and 3 -ValN grades 2 and 3
I gt e Ry e o e ey

Subjects Exposed to Any Vaccine HPV
Type at Enrollment

Effleacy Studles—Combined Population

93% of subjects were
v nalve to 23 vaccine |
Baseling HPV Status HPV types (6, 11, 16, *

[[] Matve o all d types. or 18) at enroliment.

| L 27% of subjects had
evidence of prior
exposure to or
ongoing infection
with at least 1 of the
JP% 4vaccine HPV iypes. |
'73% o! suhjel:ts ‘were naive to all 4 vaccine HPV types.

bjects w‘hn were positive to a vaccine HPV type, most were
pns\llun ta only 1 type.
» Exclusion criteria: § or more sexual partness

[l Positive ta 2 types
1
1

£li Positive o3 types.

1 Positive to 4 types

Du susliti on ek & Go nc. Professsans) Sandaes-DAP. W37, PO s 4,
s P, A 1643 B03F lapos <oy fcaban ecate SO8S 111714 GAD

Summary for GARDASIL®

¢ Males: Being studied — not yet FDA
approved

+ Pregnancy: Not studied, not FDA
approved — report to Registry:
(800) 986-8999

+ Therapeutic: No, only prophylactic

Why Early Vaccination?

+ Imporant to reach younger adolescents prior fo exposure |

+ Adolescent females may have increased susceptibility to
HPV infection™?

+ Timing opportunity: young children (9 to 12 years old) have
more frequent contact with health care provider
pediatrician) than older adc (>13 years old)*

+ Adolescents are sexually active®

= Nationwide, 7.4% of the students had sexual
intercourse for the first time before age 13 years.

+ Overall, the prevalence of female students having
sexual infercourse before age 13 years was 4.2%.3
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Routine Vaccination
Provisional Recommendation

+ ACIP recommends routine vaccination
of females 11-12 years of age with
three doses of quadrivalent HPV
vaccine

+ The vaccination series can be started
as young as 9 years of age

Pn:uecled number of cervical cancer cases }n uevelnped |
countries, as a function of percent of papuiaflun immunized |
1.2 i
|
= = =
g it [l ——F - L :
g ot |
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a 21 No vactinati ’\\\h“-—u !
& 06 . L'
@ = 25% i
g
s 0.4] £350%
s o2 C375% acinated
i =8 100%)| vaccinated
2030, . . 2040 . 2080
lPlummes W Francesghi S Vir Besearch 200289 285:83 o

~ Why “Catch-Up™ Vaccination? =~ =~
+ It is not too lafe to vaccinate older adolescents

and young adult females. !
» Likelihood of exposure to multiple vaccine types is still low. |
- Those positive to 1 or more vaccine HPV types can still

benefit from disease caused by the other vaccine types.

+ All appropriate females aged 9-26 should be
considered vaccine candidates.

+ Timing opportunity: office visits for Pap screening
and/or oral contraceptives offer opportunity for
counseling about vaccination.

¢ Most young women can still benefit from

- vaccination... . . . .

Summary for GARDASIL®
+ Candidates: Females age 9 to 26

+ Older: Studies up to age 48 — not yet
FDA approved

+ Previous disease or HPV DNA positivity:
Give — will protect against other HPV
types in the vaccine

Currently Required in Kansas

Diphtheria Measles
Tetanus Mumps
Pertussis Rubella
Polio Varicella




-
Currently Required in Kansas

Diphtheria Measles
Tetanus Mumps
Pertussis Rubella
Polio Varicella
Hepatitis B

Encouraging Sexual Activity?

+ 174 studies with 116,735 participants: sexual |
risk reduction interventions do not {
inadvertently increase the overall frequency of |
sexual behavior. smoak, etal |

*

Knowledge of HPV as an STD is extremely
limited among adolescents limiting the
potential number who could be encouraged to
become sexually active. am casoc

l e

There is simply no data to support this
e e e

Results of Education

+ Education and availability of emergency
contraception: no change in sexual
behavior. Rainaetar

+ Intensive education in college setting has

failed to result in lowered Pap smear rate.
ACHA

+ Possible effects of education are reduced
by use of alcohol. ac#a

Abpoermal Pap Potential in
College Health
ACHA Pap Smear Surveys

118

10 0,606
6
507276 7445

10,496 10840 s 5

8.
71,0

Focus on the Family (Dobsaon)
Not having sex is the only choice that offers
full protection against STIs and pregnancy.
In addition to not having sex, some people
choose to add the protection of this shot
because we can’t always predict what will
happen in the future and how we might be
unexpectedly exposed to this virus.
HPV infection can result from non-consensual
sex, including sexual assault and date rape.
Young people may marry someone who is
infected with the virus thus putting

themselves at risk for infection.

*

*

-*

>

" Estimated Direct Medical Costs of HPV and
Other STIs in Persons 15-24 Years of Age,
20001

Cast in Billions (5]

HIV HPY Genhtal  Hepmits B Chiamydla  Conarrhea
n Heipet. .

1. Chaasan HW, Blanctrd JM, 48 TL T96.G. rwins KL Perapect Sex Arprod meaan 2004 361119

" Estimated Total Cost of HPVnfection
in the United States, 20001

Cost
+ Considering the huge economic and emotional
costs of HPV caused diseases, it is believed

that vaccination should be cost-effective. Data :
currently not complete, with many variables. !

+ This vaccine is the most expensive ever
developed by Merck.

Funding for Vaccineé

+ Private Insurance
+ Vaccines for Children Program (VFC)
+ Section 317 Grant Program
« State monies for uninsured
+ Merck Vaccine Patient Assistance
Program

= hitp:/iwww merck i html
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Henry W. Buck, M.D.
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Testimony on House Bill 2227
February 7, 2007

Chairwoman Landwehr and members of the House Health and Human Services Committee,
thank you for the opportunity to testify regarding H.B. 2227. My name is Alexandra Stewart, and I am
an Assistant Research Professor from the Department of Health Policy, School of Public Health and
Health Services, The George Washington University Medical Center, in Washington, DC. I am here
today because my primary research area is U.S. vaccine policy, focusing on access issues for all
populations.

I am pleased to participate in the discussion regarding whether to require HPV vaccine for
school entry. This debate will provide the Committee the opportunity to consider the scientific, legal,
ethical and financial issues surrounding compulsory vaccination. I will discuss how school entry
requirements impact our nation’s health and how vaccines are financed through public and private
payment systems.

It has long been recognized that the 10"™ Amendment of the Constitution grants states the right
to pass laws that require the vaccination of children for school entry, and all states have done so. The
validity of these laws have withstood challenges in state and federal courts. The laws outline which
immunizations are required and also allow some children to be excused from the requirements for one
of 3 reasons:

[

Exemption may be granted for medical reasons (50 states),
Exemption may be granted for religious reasons (48 states, including Kansas),

3. Exemption may be granted because of the parent’s personally held beliefs. (20 states, |
Kansas has not adopted this exemption)

w2

Despite the availability of exemptions, over 95% of all school-age children ultimately receive
mandated immunizations. The laws have proven to be the most effective mechanism ever devised to
vaccinate our children. School vaccine mandates have 4 primary outcomes:

1. School vaccine mandates have increased the use of all recommended vaccines.

2. School vaccine mandates reduce incidence of disease for vaccine preventable diseases.
Diseases that were once common have all but disappeared.

3. School vaccine mandates reduce disparities in vaccine coverage. Children who live in Jow-
income families or have been unable to establish a medical home receive vaccinations
because of school requirements.

4. School vaccine mandates increase available public funding for vaccines.

Thus, as a policy decision, we can safely assume that a school mandate requiring HPV
immunization will achieve more widespread protection against cervical cancer than if Kansas relied on
other policy reforms such as parental education and persuasion.

2021 K STREET, NW, SUITE 800 * WASHINGTON, DC 200006 + 202-296-6922 + FAX 202-296-0025 o
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The existing structure for financing vaccines is designed to accommodate newly recommended
vaccines. HPV vaccine will be distributed through this mechanism and has already been implemented
as follows:

A. PUBLIC FUNDING STREAMS FOR VACCINES:
Medicaid/State Children’s Health Insurance Program (SCHIP):
e Mandatory benefit for all enrollees under age 21,
e American Indian, Alaska Native teens under 18§,
e Optional benefit for all enrollees over age 21. In Kansas, this population is not covered
for HPV, according to 12/06 Provider Manual. (other vaccines are covered)

Vaccines for Children Program (VFC):
e For children through age 18, HPV coverage is available at no cost to patient or provider
o Uninsured
o Have private insurance that does not provide coverage for HPV vaccine

Federally-qualified health centers and rural health clinics:
e Charge for services on a sliding scale.

B. PRIVATE FUNDING STREAMS FOR VACCINES:
Employer-based or individually purchased medical insurance:
e Many insurers will reimburse enrollees and providers for the cost of HPV vaccine
according to current payment standards regarding cost sharing.
e A CPT code has already been established and is currently operating: 90649

As Kansas reviews the issues surrounding an HPV vaccine mandate, I hope my comments have
informed this discussion. I will be happy to stand for any questions. Thank you.



623 SW 10" Avenue
KANSAS 8| Topeka KS 66612-1627
1)) [\ 7852352383

800.332.0156

SOCIETY fax 785.235.5114

www.KMSonline.org

Statement of the Kansas Medical Society
on the
University of Kansas School of Medicine
Plans for Research & Education Partnerships
to Advance the Life Sciences

January 24, 2007

The Kansas Medical Society has been a strong advocate for, and supporter of, the University of
Kansas School of Medicine since its inception. Even though the school of medicine operates
through two campus locations, Kansas City and Wichita, it is still one medical school. And as
Kansas’ only medical school, no institution is more important to the ability of our state to train
adequate numbers of physicians to meet the health care needs of the people of Kansas. KMS
believes that the primary mission of the medical school, as a state taxpayer-supported institution,
is to train high quality physicians, many of whom it is hoped will practice medicine in our state.
KMS also understands that to achieve and maintain excellence in today’s competitive academic
and research worlds, the medical school must have the vision and the resources to give it the best
opportunity to succeed.

It is clear that the discussions and plans which have been advanced to move KU aggressively
forward in the area of life sciences research represent an opportunity that is unique, and which
could produce substantial benefits to the medical center, the region, and to the state. The catalyst
for these plans was a 2005 report sponsored by the Greater Kansas City Community Foundation.
This report was intended to stimulate Kansas City-area educational, philanthropic, business,
health care, and research institutions to collaborate on a strategy to drive the region’s economic
and intellectual prosperity, and to invigorate the urban core.

KU plans to make an institutional commitment of the highest priority to position the entire
academic medical center complex as a national leader in life sciences research. While research is
certainly a core attribute of any academic medical center, as a taxpayer-supported institution, KU
has a responsibility to assure the state that this intensified focus on research will not overwhelm
nor replace its other public purposes. There are several important issues including the overall
mission of the medical center complex, the benefits to the state, and the impact on the medical
center’s clinical enterprise that should be carefully considered before any formal restructuring or
affiliations are completed.
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As part of the overall plan KU intends to embark on a ten-year strategy to build its research
capacity - adding 100 researchers, doubling its PhD training programs, and spending an
estimated $645 million on physical and human resources, the bulk of it dedicated to research.
How will this pronounced shift toward biomedical research and development impact the medical
school’s core mission of training physicians and other health care professionals for the entire
state? Will preference and emphasis on the hiring of faculty favor researchers over teachers?
Will the enhanced research orientation tend to drive students towards careers in academic
research in greater Kansas City versus clinical practice in communities throughout the state?
How will this emphasis on biomedical research affect the other essential teaching and clinical
departments at KU? Will they also receive increased support for faculty and facilities to move
their departments along the same trajectory? Will the Wichita branch of the medical school,
which many believe is already in need of increased state support, be helped or hurt by these
plans?

As a part of its plan to become a leader in life sciences research, KU has announced a proposed
affiliation with St. Luke’s Hospital, a Kansas City, Missouri-based medical care facility that is a
direct competitor of the University of Kansas Hospital. KU officials have not yet made it clear
why an affiliation with St. Luke’s, or any other hospital for that matter, is essential to KU’s plans
to participate in the greater Kansas City life sciences effort. Whatever the reasons, the proposed
affiliation with St. Luke’s, in particular, raises some issues that should also be given very careful
consideration.

The KU Hospital has been, and remains today, a critical component to the success of the KU
academic medical center complex. The university hospital exists to support the teaching, clinical,
and research activities of the University of Kansas Medical Center and its health sciences
schools, to provide for the education and training of health care professionals, to provide patient
care and specialized services not widely available elsewhere in the state. In addition, true to its
mission, the KU Hospital and its medical staff provide substantial amounts of uncompensated
care and care to Medicaid patients. It cannot be denied that the university hospital’s affiliation
with KU is a very valuable tie that differentiates that hospital from other hospitals in the region.
In market terms, it undoubtedly gives the university hospital a competitive advantage that may
be coveted by area hospitals. Any action by KU that could potentially weaken the university
hospital — which, although operated as an independent authority, is still property of the state of
Kansas — must be critically evaluated. It has been reported that the KU Hospital, and many of its
clinical staff, are very concerned that the affiliation with St. Luke’s could dilute the KU brand,
and harm the university hospital’s ability to compete in the region. How will this affiliation
affect the ability of the university hospital to attract and retain clinical staff in order for it to
continue to be a leader in improved quality, service to patients, and financial performance?

It has also been reported that neither the leadership of the hospital, nor the medical staff
leadership, has had meaningful participation in the affiliation discussions that KU has conducted
with St. Luke’s officials. At a minimum, that could damage the spirit of trust and teamwork
which has been so important in the hospital’s ascending reputation as a well-run, high-quality
institution. Given the history of the two hospitals and their very different cultures, a hurried or
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forced collaboration is a recipe for divisiveness and discontent, as they will continue to compete
for patients, clinical faculty, research funding, and academic recognition.

The Kansas Medical Society supports KU’s desire to continue to expand its commitment to the
life sciences research development effort in the greater Kansas City area. However, those plans
should not diminish the medical school’s capacity, commitment, and focus, on training
physicians for our state, nor should they harm the university hospital or the clinical enterprise of
the university medical center. If the plans and proposed affiliations are sound and consistent with
the mission of the medical school, and if they produce benefits for the entire state, a more
transparent, inclusive and deliberate discussion will help build support for the program. KU
currently receives over $100 million of state-funded taxpayer support annually, and that number
is likely to increase as the life sciences effort matures. The implications for the future of the
entire University of Kansas Medical Center, including the faculty and the university hospital, for
medical education and producing physicians for our state, and for the implications on state tax
support, require that the plans for research and clinical affiliations be clearly articulated and
carefully considered before any commitments or affiliations are formalized.
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Testimony Before the House Committee on Health and Human Services

Wednesday, February 7, 2007
House Resolution 6006
by
Robert Hemenway
Chancellor, University of Kansas

Chairman Landwehr and members of the committee:

I am pleased to have this opportunity to appear before you and share with
you some exciting developments at the University of Kansas Medical
Center. It was recently announced that the medical center has entered into
separate letters of intent with Saint Luke’s Hospital and the University of
Kansas Hospital to pursue broader affiliations with each institution. The
parties are now working on the details of these new partnerships and I am
hopeful that the major issues involved will be resolved in the next several
weeks.

I appear before you today as the Chancellor of the University and as Vice
Chairman of the Board of the University of Kansas Hospital Authority.

Much like my appearance before the Joint Committee on Legislative Budget
in December, my purpose today is to provide you with an update on why the
University of Kansas is pursuing these affiliations and why such
partnerships are good for Kansas. I will also address why House Resolution
6006 is unnecessary and may, if enacted, have some fairly significant and
costly, unintended consequences to our state. Most important, I want to
leave plenty of time to respond to your questions.

The University of Kansas Medical Center exists to educate and train health
professionals and scientists, people who are committed to discovering cures
for diseases that afflict us, and delivering those cures to the people of Kansas
and the region.

An academic medical center consists of two basic elements: a medical
school and its primary hospital. The medical school is where the research
and the teaching take place; further research and teaching by the medical
faculty and the delivery of cures take place at the hospital. The quality of an
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academic medical center is determined by the quality of its medical school,
its allied health and nursing schools, and its hospital and the extent to which

all focus on discovery and delivery of cures.

In the last few years The University of Kansas Hospital has become
financially and administratively sound. The creation of a KU Hospital
Authority Board and restructuring of the hospital in 1998 put into place an
administrative team that has carefully managed the hospital. The KU
Hospital has gone from a place with serious problems to a financially
successful hospital with a proud record of superb care.

Unlike community and for-profit hospitals, an academic medical center
hospital must re-invest its profits into the medical school and its faculty to
promote the basic research and teaching that give rise to the discovery of
cures. Kansas state statute requires this re-investment. In every academic
medical center there is a tension in striking the right balance between
meeting the financial needs of the hospital and investing in the medical
school. The best administrators and the best hospital boards understand this
and find that right balance.

As important as the relationship is between a medical school and its primary
hospital, the best academic medical centers must expose their students to
many types of patients, procedures and styles of care in order to produce the
very best physicians. This requires that a medical school affiliate with more
than one hospital. A single hospital cannot sustain the requirements of a
large and growing medical school.

In fact, a majority of the top 25 academic medical centers in the U.S. have
multiple major hospital affiliations. This is the norm rather than the
exception.

We currently have multiple affiliates, including the two largest hospitals in
Kansas - Wichita’s Via Christi Regional Center and Wesley Medical Center.
In Kansas City, we have decided to affiliate with additional hospitals to train
more doctors and better educate them. Broad affiliation also is necessary if
the KU Medical Center is to achieve its goal of becoming a National Cancer
Institute-designated cancer center - the gold standard for cancer care.
Expanding our research effort to seek cures for cancer is KU’s No. 1 goal.
We are far less likely to attain our cancer center goal without these
affiliations.



The Director of the KU Cancer Center, Dr. Roy Jensen, has confirmed that
our university’s quest for National Cancer Institute designation for our
cancer center will be aided by greater collaborations with hospitals in our
region. In fact, obtaining such a designation may be impossible without
such partnerships.

KU’s application for NCI designation requires significant levels of
collaboration among health care institutions.

In order to achieve NCI designation as a comprehensive cancer center, KU
will have to enlist the support and partnership of our region’s leading health
care providers. Obviously, the KU Hospital Authority will lead the way, but
to be successful we must also have the major hospitals in Kansas City,
Wichita, and in the region behind our application. These hospitals could
choose to affiliate with other cancer centers, such as the one in St. Louis, and
in doing so would significantly compromise our region’s ability to obtain
NCI status at our state’s academic medical center.

The affiliation with these partners will ultimately make it possible for us to
train an additional 100 doctors a year at an annual cost in excess of $10
million, which will be paid to the KU Medical Center entirely by these new
hospital partners. As the state’s only medical school, we are eager to train
100 additional doctors every year. Since more than half of all practicing
physicians in Kansas are graduates of our medical school or residency
programs, we are confident that this affiliation will make more doctors
available to serve Kansas communities.

In addition to other benefits, these broader affiliations are supported by a
broad-based group of corporations and private donors that has pledged $150
million new dollars to support the expanded research and education vision of
our medical center in partnership with other life sciences institutions. This is
a staggering level of private investment in our state’s academic medical
center and one that is necessary for us to achieve our goal of obtaining top
50 status in National Institutes of Health funding.

The positive economic impact of such growth would be i 1mpresswe as well.
Take for example the University of lowa, which ranks 30" overall in
National Institutes of Health funding: they contribute $4.1 billion in total
state business volume impact, based on a study released just last month.



KU, by comparison, ranks 81% in NIH funding and contributes $1.3 billion
in total state business volume impact—an impressive contribution, but you
can easily see how moving up in the rankings could provide a significant
economic windfall for our state.

Medical research and education are expensive and complicated. But the
fundamental purpose of KUMC is simple: making the people of Kansas and
the United States healthier. The superb doctors and researchers at the KU
Medical Center, KU Hospital, Saint Luke’s, Children’s Mercy Hospital, the
Veterans Administration Hospitals in Kansas City, Leavenworth, Topeka
and Wichita, as well as our medical faculty and partner hospitals in Wichita,
Salina, and Topeka, are part of a vibrant network of talent focused on this
fundamental purpose.

As we work to finalize definitive agreements, let me reassure you, as I did
the Legislative Budget Committee, of the issues that are not on the table:

e We will not support any partnerships or affiliations detrimental to the
future of the KU Hospital or the patients it serves.

e We will not support affiliations that transfer Kansas taxpayer dollars
to directly benefit Missouri-located institutions.

e We will only support affiliations which, in accordance with national
graduate medical education guidelines, provide KU Hospital with an
appropriate number of resident physicians.

e We will not support any affiliation that would compromise our
commitment to train doctors for Kansas or to serve indigent Kansans.

e These affiliations are not being pursued to provide KU-based
researchers with access to Missouri-based locations for the purpose of
conducting stem cell research. In fact, St. Luke’s hospital does not do
stem cell research.

e We will only support affiliations which advance the vision of creating
and sustaining new levels of excellence in the KU School of
Medicine—and thereby contribute to improving the health of our state
and region.



We believe in responsible, ethical medical research that is recognized by the
National Institutes of Health, and that gives patients access to cures that save
lives.

We will keep the Kansas Board of Regents and the Kansas Legislature fully
briefed on these affiliation discussions as we move forward—and at all times
we welcome your feedback and look forward to addressing your concerns.

Finally, I would urge caution in adopting a resolution such as this. Its
wording would require significant new administrative processes in order to
comply with its intent, and the restrictions imposed by it could easily prevent
many promising and productive agreements from going forward. The
language of the resolution would prevent the KU Hospital and the KU
Medical Center, including our campus in Wichita, from entering into any
commitment for any affiliation with other hospitals, institutions or entities
without legislative approval.

While we always welcome the opportunity to respond to any concern you
may have about the University of Kansas, we believe that an effective and
sound system of oversight already exists. The Medical School, Nursing
School, and Allied Health Professions must follow national accreditation
guidelines in all of its programs, and accreditors periodically review these
programs. The University of Kansas Hospital is governed by an authority
board appointed by the governor and approved by the Senate. The
University of Kansas is governed by a Board of Regents appointed by the
governor and confirmed by the legislature. These entities are bound by state
law to pursue and achieve a specific mission to benefit the state and its
citizens. We believe that the appropriate levels of oversight already exist
and that this resolution is therefore simply not necessary in order to protect
the interests of the state.

An academic medical center has literally hundreds of affiliations, ranging
from agreements to place nurses in hospitals for practicum training, to
agreements sharing life-saving medical equipment to transplant a baby’s
liver. Lives are saved every day because affiliations have been arranged. It
would be counter-productive to make each of those transactions subject to
legislative oversight.



Let me assure you the University of Kansas remains fully dedicated to
discovering and delivering more cures to Kansans, creating better health,
training more doctors, training better doctors, training other health care
professionals, and contributing to the economic vitality of our state. The
achievement of all of these goals is enhanced as a result of the affiliations

currently being pursued.

Thank you for your consideration and attention. I would be pleased to
respond to your questions.
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