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SEPTEMBER 23, 1997

IN THE SPRING OF 1994, AFTER THREE DECADES IN PROFESSIONAL

'BASEBALL, [ WAS LIVING THE LIFE OF MY DREAMS. MY WIFE, CAROL,
AND I HAD RECENTLY CELEBRATED OUR 25™ ANNI\}ERSAR? AND AS THE
FIRST MINORITY TO BE PROMOTED TO THE POSITION OF GENERAL

| MANAGER OF A PROFESSIONAL BASEBALL TEAM (THE HOUSTON ASTROS),
[WAS AT THE HIGHEST ESCHELON OF MY PROFESSION. THE DATE FOR MY

ANNUAL TEAM PHYSICAL FELL ON SUNDAY APRIL 10™ WHICH ALSO

 HAPPENED TO BY 47™ BIRTHI)AY BUT INSTEAD OF GOING TO THE
- DOCTOR, I ELECTED TO SPEND THAT FINE SPRING DAY WTTH MY WIFE. T

FINALLY RESCHEDULED THE APPOIN'IMENT FOR MAY, AND AS PART OF

_ THE EXAM, I ASKED THE DOCTOR TO GIVE ME A PSA (PROSTATE SPECIFIC

ANTIGEN) TEST IN ADDITION TO THE DRE (DIGITAL-RECTAL EXAM).
SEVERAL SCOUTS I KNEW HAD BEEN DIAGNOSED WITH PROSTATE

CANCER THE YEAR BEFORE AND THEY HAD URGED ME TO ASK FOR THE



TEST. THE DOCTOR SA[D, “NO, NO, YOU’RE TOO YOUNG TO DO THAT. WE

'DON’T START GIVING THE PSA BLOOD TEST UNTIL YOU’RE FIFTY OR SO;

WE’LL JUST DO THE DIGITAL-RECTAL EXAM. TINSISTED. “NO,” I SAID. “DO
THE PSA.” WELL, THE RESULTS CAME BACK AT 5.8, WHICH ALARMED OUR
TEAM UROLOGIST, WHO ORDERED MORE TESTS AND A BIOPSY. OUT OF
THE SIX CORE BIOPSIES, ONE OF THE BIOPSIES CAME BACK P(')SITiVE. IT
WAS A PARTICULARLY AGGRESSIVE FORM OF CANCER. WHEN I HEARD
THE DIAGNOSIS, A THOUSAND FEARFUL’ THOUGHTS RACED THROUGH MY
MIND. I‘[N QUIRED ABOUT SURGERY, AND ALL OF THE OTHER
ALTERNATIVES APPROPRIATE TO THIS SITUATION. AFTER CONSIDERING
MY RELATIVELY YOUNG AGE AND THE FACT THAT THE‘CANCER
APPEARED TO BE CONFINED TO THE CAPSULE OF THE PROSTATE GLAND,

MY DOCTOR RECOMMENDED SURGERY SO THAT THE CANCER WOULD

NOT SPREAD TO THE LYMPH NODES. AFTER DISCUSSIONS WITH MY WIFE

AND THE OWNER OF THE TEAM, fDEC]DED TO GO AHEAD AND GET IT

CONFINED TO THE GLAND I DID NOT NEED ANY ADDITIONAL

TREATI\»’[ENT MY PSA TEST WAS O. 02 AND TODAY I AM CANCER FREE

3 2o by e

N DONE IHAD SURGERY ONJULY GTH 1994 AND THE'CANCER WAS INDEED - - - -

'THAT I AM A VICE PRESIDENT AND GENERAL MANAGER OF A

~ PROFESSIONAL BASEBALL TEAM I CAN STAND AND.DELIVER MY '

PERSONAL TESTIMONY ABOUT RECOVERY AND HELP TO EDUCATE

OTHERS ABOUT PROSTATE CANCER. PROSTATE CANCER CAN HIT ANY

 AND FEELING GREAT. BECAUSE OF EARLY DETECTION AND THEFACT



MAN FROM ANY WALK OF LIFE. IF YOU HAVE A FAMILY HISTORY OF
PROSTATE TROUBLE OR CANCER YOU ARE AT AN EVEN GREATER RISK.
THE FACTS HAVE ALSO INDICATED THAT MEN OF MEDITERANEAN AND |
AFRICAN-AMERICAN EXTRACTION HAVE A HIGHER INCIDENCE OF
PROSTATE CANCER. THIS IS A DISEASE THAT ALL MEN MUST |
ACKNOWLEDGE AS A THREAT. THE BEST DEFENSE AGAINST THIS
DREADED DISEASE IS EARLY DETECTION AND EDUCATION. GETTING
SCREENED WITH BOTH THE PSA BLOOD TEST AND THE DRE BY AGE 4015
IMPERATIVE. THERE ARE AT LEAST 78,000,000 BABY BOOMERS COMING OF

AGE AND AT LEAST 60% OF THIS DEMOGRAPHIC WILL BE AFFECTED BY

SOME FORM OF CANCER. IN THIS YEAR ALONE 41,000 MEN WILL DIE FROM -

PROSTATE CANCER. TO PUT THIS INTO PERSPECTIVE THAT IS MORE THAN
A SELL OUT CROWD IN THE FAMED FENWAY PARK IN BOSTON,
MASSACHUSETTS. MY UROLOGIST'TOLD ME THAT WITH THE KIND OF

MALIGNANCY THAT I HAD A DIGITAL EXAM ALONE WOULD HAVE

- PROBABLY MISSED MY CANCER IF THERE IS ONE MESSAGE THAT I CAN

LEAVE WITH YOU IT IS THIS:

MAKE AN INFORNIED CHOICE REGARDING YOUR HEALTH DO NOT
LET THE FEAR OF THE DIGITAL EXAM KEEP YOU FROM GETTING

REGULAR CHECK-UPS. USE THE THREE-FOLD ‘APPROACH AND "

ALLOW THE USE OF EARLY DETECTION, EDUCATION, PSA AND DRE -

- EXAMS TO SAVE YOUR LIFE.
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.CANCER. WITH A VENGEANCE I READ BOOKS ON CANCER FROM DIETS TO . .
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MY EXPOSURE TO THE TERRYFYING WORLD OF CANCER CAME TOME IN A
VERY UNEXPECTED WAY. MY SAGA UNFOLDS AROUND MY HUSBAND
ACCEPTING A COACHING JOB WITH THE OAKLAND A’S AS THEIR MAJOR
LEAGUE HITTING INSTRUCTOR. WE HAD MOVED FROM ATLANTA,
GEORGIA TO AN AREA IN OAKLAND, CALIFORNiA CALLED MONTCLAIR. 1
MET A LOVELY BRILLIANT WOMAN NAMED BEV R. WHO LIVED ACROSS
THE STREET FROM US. WE BECAME CLOSE CARING AND SHARING

FRIENDS. DURING ONE OF OUR MANY DISCUSSIONS SHE HAD TOLD ME

- THE STORY OF HER BOUT WITH BREAST CANCER AND HER RECOVERY.

"BECAUSE OF HER HONESTY AND COURAGE I BEGAN TO LEARN ABOUT

CURES, FROM MIRACLES TO DEATH AND DYING. UNTIL OUR FRIENDSHIP "= "=~

CANCER WAS ONLY THE BIG “C” WORD. DURING THAT YEAR I ALSO HAD

" MADE ANOTHER FRIEND NAMED MARY S. FOUR MONTHS INTOTHE - - e e

FRIENDSHIP WITH MARY S. SHE TOLD ME THAT HER YOUNGER SISTER

‘WHO WAS IN HER EARLY 20°S HAD CANCER AND WAS PREPARING TO



HAVE CHEMOTHERAPY AND HAIR LOSS AS A RESULT OF THE TREATMENT

WITH THIS IN MIND | SPENT A VERY TENDER TIME WITH HER SISTER

- TEACHING HER HOW TO TIE HER HEAD IN SCARVES. .THE WORLD OF

BASEBALL AND LIFE WERE STILL MOVING FORWARD. 1 WAS PULLING

INTO MY GARAGE ONE DAY AND SIMULTANEOUSLY A TAXI PULLED UP
WITH BEV R. MY NEIGHBOR IN IT. [ LOOKED ACROSS THE STREET INTO
BEV’S FACE AND [ COULD SEE THAT SHE WAS VISIBLY SHAKEN, PALE AND
WEARY. [ WENT ACROSS THE STREET AND TOLD HER THAT [ COULD SEE
THAT SHE WAS STRESSED AND I ASKED HER IF SHE NEEDED ME FOR
ANYTHING, SHE HESITATED FOR A MOMENT, FINALLY SHE SAID, “YOU

KNOW HOW MY SIDE HAS BEEN HURTING ON AND OFF FOR THE LAST

- SEVERAL MONTHS”" ISAID, “YES” SHE SAID “WELL THE CANCER IS

BACK’? WITHIN A RELATIVELY SHORT AMOUNT OF TIME, CANCER TOOK
ITS TOLL AND TOOK MY FRIEND. WITHIN SIX MONTHS OF HER DEATH MY

STEP FATHER EDDIE WHO WAS IN HIS 60°S CONTRACTED LUNG CANCER.

" INITIALLY WE THOUGHT IT WAS.HIS CHILDHOOD DIABETES REARING IT’S

' HEAD. VERY SHORTLY AFTER THE DISCOVERY OF THE CANCER HE

PASSED AWAY. FOUR MONTHS AFTER EDDIE’S DEATH BCB ACCEPTED A

JOB WITH THE HOUSTON ASTROS AS THE FIRST MINORITY ASSISTANT

GENERAL MANAGER IN BASEBALL. BOB AND I HAD LIVED IN HOUSTON

HAD BEEN A PART OF THE ASTRO ORGANIZATION FOR 15 YEARS WHEN HE

: WAS A BALLPLAYER. UPON OUR RETURN TO HOUSTON I RENEWED AN

OLD FRIENDSHIP WITH ONE OF THE SAGES AND COMEDIENNES JN MY LIFE



NAMED MARY R. MARY R, WAS IN HER 60°S BUT BEFORE WE WOULD
HAVE A CHANCE TO RENEW OR NURTURE OUR RELATIONSHIP SHE
SUCCUMBED TO HER SECOND BOUT OF CANCER IN THIRTEEN YEARS.
AFTER HER DEATH ANOTHER FRIEND GENITA P. CALLED ME WITH THE
NEWS THAT SHE HAD CANCER AGAIN FOR THE THIRD TIME. ADDING
SHOCK TO SURPRISE TO HEART FELT SICKNESS WAS THE CALL I RECEIVED
FROM ONE OF MY DEAREST HIGH SCHOOL FRIENDS JUDY McC. JUDY
LIVES IN NASHVILLE, TENNESSEE. THE NEWS WAS BREAT CANCER. SHE
HAD A LUMPECTOMY AND HER PROGNOSIS WAS GOOD. THREE MONTHS
AFTER JUDY’S TELEPHONE CALL, MY FRIEND PAUL A. WAS DIAGNOSED
WITH LUNG CANCER. PAUL A. DIED FROM LUNG CANCER. ONE YEAR TO
THE DAY, JUDY McC. CALLED TO SAY THAT THE CANCER HAD RETURNED.
MORE DISMAY, SHOCK AND SURPRISE CAME WHEN MY FATHER, EMILE L.
CALLED TO SAY THAT HE HAD THROAT CANCER. IN SHORT ORDER HE

| DIED FROM THAT SAME THROAT CANCER. MY BROTHER PHILLIP L. DIED

SIX MONTHS LATER. ON OCTOBER 25, 1993 WHICH WAS OUR 25TH
* WEDDING ANNIVERSARY MY HUSBAND WAS NAMED GENERAL MANAGER o

N OF THE HOUSTON ASTROS WE SAIL ALONG FOR A WHILE AND A FEW

OTHER CANCER SCARES FROM CLOSE FRIENDS ARE REVEALED APRIL OF
1994 LOCKED MY SIGHTS ON TO A CONSUMPTIVE AND ENCOMPASSING |

TRAIL TI—IEZ TRAIL OF CANCER HAD CROSSED BOUNDARIES CULTURES

' AGE AND TIME LINES IT TWISTED AND WOUND ITSELF FROM SOME

DISTANT FOG-COVERED, UNNAMED MOUNTAINTOP THAT FOSTERED AN



AVALANCHE THAT LED DIRECTLY INTO MY HOME AND BEDROOM DOOR.
IN SPITE OF ALL OF MY READING AND EXPERIENCE THIS ONSLAUGHT
PRODUCED A VERY DANGEROUS POISONOUS SNAKE THAT [ DID NOT
KNOW.EXISTED‘. THIS WAS STARTLING TO SAY THE LEAST. WE ASKED
OUR TEAM PHYSICIANS WHAT OPTIONS AND CHOICES DID BOB HAVE
WITH THE AGGRESSIVE CANCER THAT HE HAD CONTRACTED. WE WERE
TOLD THAT WAITING WAS ONE OPTION, RADIATION AND RELATED
TREATMENTS ANOTHER AND LAST BUT NOT LEAST A RADICAL
PROSTATECTOMY. AFTER MUCH DISCUSSION WE CHOSE THE PHYSICIAN
WHO INVENTED THE PSA (PROSTATE SPECIFIC ANTIGEN) BLOOD TEST, DR
WILLIAM CATALONA TO PERFROM SURGERY. EVEN THOUGH HE
PRACTICES MEDICINE AT WASHINGTON UNIVERSITY, IN ST. LOUIS,
MISSOURI, HE MAILED TO US VIDEOTAPES AND PAMPHLETS, AS WELL AS
CALLING BOB ON THE TELEPHONE SEVERAL TIMES. WE WERE BOTH VERY

WELL INFORMED ABOUT THE POSSIBILITIES OF INCONTINENCY AND

' IMPOTENCY AND ABOUT THE TIME, ENERGY AND EFFORT ON BOTH OF

OUR PARTS THAT AFTERCARE WOULD ENCOMPAS S..THE TRUTH HELPED

- METO ADJU ST MY TI—HNKING ABOUT 'IT—IIS EMOTIONALLY DEVASTA'ITNG

O NS S ——

AND JOLTING EVENT THAT TUMBLED INTO OUR LIVES FROM THE

- AVALANCHE. I AM AND SHALL BE AN ADVOCATE OF EARLY DETECTION

~ EDUCATION, RESEARCH AND CHOICES.
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STATEMENT OF NEVADA GOVERNOR BOB MILLER
BEFORE THE UNITED STATES SENATE SPECIAL COMMITTEE ON AGING
SEPTEMBER 23, 1997 |

Mr. Chairman, Distinguished Members of the Committee:
Good Moming. - ' |

I am Bob Miller, Govemor of the State of Nevada Thank you for allowmg me to speak on one
of the most important health issues facing American men. S

I come before you as a survivor of prostate cancer. My main mission today is to speak to the

. importance of early detection of prostate cancer and to urge that addmonal resources be brought

to bear against this often fatal disease.

I am a living exémple of the benefit of early detection of pfostate cancer. Had it not been for
early detection, I would probably be walking around today with a mahgnant time bomb inside of |

me, ready to spread lethal ceﬂs throughout my body

Instead due to the dlhgence and alertness of my personal physxman, Dr. Elias Ghanem of Las -

Vegas, the time bomb was quickly defused. I am free of prostate cancer, and my prognosm is
excellent. : ‘ : .

It was just about a year ago that I had my annual physical examination by Dr. Ghanem. He told
me my PSA level was up a little: 4.1. On his advice I visited a urologist. That examination and

- the ultrasound proved negative. But Dr. Ghanem, ever diligent, prescribed that a biopsy be |

performed... just to be overly cautious. The results would almost certainly be negative, too. "

It was early Octobef, 1996. T had just delivered a'eulogy for a friend Whov had died of ’éancef. .
. - I'was no stranger to the terrible toll of the disease, having lost both of my parents to it years

before....and having worked actively in support of the Amencan Cancer Somety for 25 years
A cancer education center in Las Vegas bears my fannly name. :



On that October aﬁemoon, I placed a call from my car phone to get my biopsy results. The only
‘word that describes my feeling is shock There was no doubt. I had cancer.

But I a.lso had a better than fighting chance of beating this thing, because of early detection.
And that early detection was made possible through a simple, painless blood test called the PSA.
This is why the word must go out to all men of middle age or older that they get a PSA test. It
can be, as I know so well, a matter of life, rather than death. :

1 had the tremendous advantage of early detection, but I realized I was tota.lly unmformed about ,
treatment options. A close friend who survived prostate cancer asked me what my Gleason was.

- The only Gleason I knew was Jackie. Later I would learn that the Gleason results tell you the
severity of your case.

With the steadfast help of my wife, Sandy, I embarked on a search for answers that would lead to
the best choice of treatment for me. : S

The search led us to Dr. Stuart Holden of Cedars Sinai Hospital in Los Angeles. Dr. Holden is
- Medical Director of CaPCURE, a foundation dedicated to conquering prostate cancer. :

He presented a variety of treatment options, including surgery and also radiation seed implants.
 He urged me to take some time and weigh my options. My father-in-law, also a prostate cancer
survivor, had chosen radiation implants. I chose, however, a radical prostatectomy, even though
there is some risk of long-term impotence or mcontmence despite recent surgical improvements
that spare critical nerves.

One of the cruelties of prostate cancer is that it strikes not only the body, but at our self-esteem
and self-image. - No one likes to be stigmatized by a disease that brings to mind the chance of
impotence or incontinence. And, certainly, it’s not a discussion you like to have in public.

But as a governor, I had the responsibility to share my diagnosis--and the medical ramifications---
as publicly as I could. A few days after learning of diagnosis, I held the longest news conference
of my life...the reporters were sensitive to the personal nature of my condition and reported it
responsibly...but the news conference got down to the nitty gritty. Let me say that the questions
demanded answers that were, how shall I say?...anatomically correct.

But my candor paid off. It attracted a great deal of attention in Nevada to prostate cancer....and
to the critical importance of early detection. Men by the droves went in for PSA tests. Some of

~ those tests were positive, detecting the disease and giving these men the advantage of time in

fighting it. This is why I never turn down an interview on this topic, and why I speak about it .
whenever I can. ' - :

In turn, I have received the supoort of hundreds of people with whom I hﬁvé the common bond of
experiencing the fear and uncertainty of being diagnosed with prostate cancer. I continue to be
deeply moved by the advice and support that comforted me so much.



Today, my PSA is zero and I feel great. The surgery limited my activities for a while, but within a
few months I was back to the gym and the basketball court. As I approach the anniversary of my
bout with prostate cancer, I have no significant remaining problems. I feel I’'m a walking billboard
for why men should have the PSA test. At age 52, they say my life expectancy is not changed by

~ the fact I had prostate cancer. Again, early detection and treatment made this possible.

It is my belief that those of us who’ve had prostate cancer must talk about it and publicize it as
much as we can. Even today, men typically do not know enough to protect themselves against it.
Overcoming ignorance and misconceptions about prostate cancer is one of the keys to reducing
the large number of those who die from it. 41,000 men lost lives last year. 317,000 new cases
were diagnosed. Those are numbers we don’t have to put up with, Early detection and treatment
"can dramatlcally reduce this tragic toll :

Those of us who’ve sumved prostate cancer can take our lead from survivors of breast cancer.
Like prostate cancer, breast cancer was once a topic to be avoided. But the brave, women who
have stepped forward to confront the disease publicly and urge support for early detection, -
treatment, prevention, and research have saved countless lives.  While breast cancer remains a
formidable enemy, and we need all the resources available to fight it, progress is being made.

- Members of the Committee, I urge you to do all you can to advance the cause of beating prostate
_ cancer, through early detection and research. I understand that promising research is under way
which deserves more of this nation’s support. The grim toll of prostate cancer is not a specter
future generations have to face, if public awareness, prevention, and research are supported to the
best of our ability. :

Again, thank you for thls Opportumty to appear before you today a.nd share with you my
experience.
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Good morning Senators Grassley and Shelby and members of the Committee. My
name is Len Dawson, I am here as a prostate cancer survivor and.as a representative
of the American Foundation for Urologic Disease, a]so known as the AF.UD.. |

The A.F.U.D. is a charitable 501((:)3 organization whose mission is the prevention
and cure of urologic diseases through the expansion of research, education, and
public awareness. In its 10-year history, the foundation has funded over $18 million
in research grants to innovative investigators as they launched their careers in
urologic science; it has distributed over 6 1/2 million patient education brochures;
and has been in the forefront of the battle to bring increased public awareness to
urologic diseases, including prostate cancer. '
As a result of my own experiences with prostate cancer, I have been a spokesman for
the "Team Up Against Prostate Cancer" programs sponsored by the A.F.U.D. for
the past four years. These programs have reached millions of American men and
their families.

I would like to thank Congress for adding prostate cancer early detection as a

- Medicare benefit in the recently enacted Balanced Budget Act-of 1997 However,

this benefit will not be éffective for two years. I hope this Committee could. urge
Congress to accelerate- that implementation date

It is vital that American men have the benefits of prostate cancer earIyAdetection as
soon as possible. I could sit here and quote facts and figures, but my own story
makes the point.

I consider myself a very lucky person...I am the 7th son of the 7th son...In the
Spring of 1991, I had a complete physical, came home and told my wife Linda that
I was in top shape. A few months later she asked if I had a prostate examination
during that physical, because she had just seen Senator Bob Dole on television talking
about the importance of the use of both the PSA blood test and the digital rectal
examination or DRE for the detection of prostate cancer. My physical had included
a Dre but not the PSA blood test. ' '

The following day Linda read an article regarding free prostate cancer screening to
occur later that month. Linda was adamant that I have the test and called and made
and appomtment for met to have both the DRE and PSA tests.

During my visit on the 19th my doctor found my PSA to be regular. It was during
my DRE exam that he thought he found something. Further testing showed that I
had early stage prostate cancer. Fortunately, the cancer was caught in its earliest and

E. Darracont vaughan, Jr. MDmMOSt treatable stages. My prostate was removed five years ago and I'm doing fine.

New York New York

FXGCufEUC Director
Thomas M. Bruckman

It is an honor for me to be here this morning with Senator Dole. I believe that I owe
my life to the fact that my wife heard his message and encouraged me to have a
prostate examination.
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It saddens me to report that my brother Ron died of prostate cancer two years ago. His cancer was
diagnosed at a much later and more virulent stage than mine. This fact has made me even more of an
advocate for the early detection of prostate cancer.

At this time, the greatest opportunity we have to present the best chance to cure prostate cancer is -
through early detection. According to the latest statistics published by the American Cancer Society,
if prostate cancer is diagnosed and treated in its earliest stages, a man has a 99% probability of living
another five years. If the cancer is diagnosed at distant sites such as the spine or brain, his probability
of living five years is reduced to 30%. '

It is clear that we can make a difference to men and their families, if only they can get the message.
Now that Medicare is going to cover early detection, let’s make sure that Medicare beneficiaries are
aware that they have this new benefit. This could be in the form of educational materials from
Medicare or even simple announcements in with their Medicare statements or Social Security checks.

For those men diagnosed with prostate cancer, it is critical that they have access to all appropriate
cancer therapies. Many cancer treatments bring significant financial hardships to families who rely
solely on Medicare benefits. Many of these folks have saved all their lives, and now must pay out of
pocket for medically sound treatments that are not reimbursed by Medicare. Medicare should be
amended to provide reimbursement for all FDA approved cancer therapies.

Today, Medicare is denying payment for approved therapies for the treatment of advanced stage prostate
cancer on the basis on cost alone. If it takes an Act of Congress to ensure that medical providers and
insurers, including Medicare, not be allowed to determine cancer treatments by the lowest alternative
cost, it should be done! There is much more to determining therapies for cancer than cost...People’s
lives are at stake! :

The health care needs of American citizens have changed dramatically since the inception of Medicare
over 30 years ago. I urge that adequate provisions be made for the Medicare reimbursement of all
approved cancer treatments. ‘

It has been good to see the federal research funding for prostate cancer rising. There is still a long way
to go for the disease to receive the research allocations appropriate to the leading cancer diagnosed and
the second leading cause of cancer related deaths in American men.

In order to make the most effective use of each research dollar, Congress should direct the National
Institutes of Health to develop a comprehensive prostate cancer research plan that encompasses all of
its institutes. ' '

Congress should also direct the Centers for Disease Control to establish prostate cancer registries
throughout the country to collect information on all diagnosed cases of this disease. This vital
information could be widely shared, disseminated and could become the basis for invaluable prostate
cancer research data bases.

Let’s Team UP and support these initiatives that rightfully address prostate cancer as a disease that has
a profound impact on American families. Only then will we be able to eliminate it as a disease of
serious concern. Thank you for this opportunity of speaking to you today.
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SENATOR DOLE’S TESTIMONY
BEFORE THE SENATE SPECIAL COMMITTEE ON AGING
SEPTEMBER 23,1997
THANK YOU FOR INVITING ME THIS MORNING. WHEN T

LEFT CONGRESS 15 MONTHS AGO, I VOWED THAT I WOULD
~ NOTLOBBY FOR ANY “SPECIALINTERESTS?’ SO, WHEN - |

 ASKED TO TESTIFY ABOUT PROSTATE .CANCER THIS
MORNING, 1 WAS A LITTLE RELUCTANT. BUT, AS YOU ALL
KNOW, WHEN SENATOR GRASSLEY WANTS SOMETHING, HE
IS VERY PERSUASIVE. SO, 1 AM HERE ALONG WITH OTHERS

~ TO SIMPLY SPEAK ABOUT OUR PERSONAL EXPERIENCES

WITH PROSTATE CANCER.

. ALMOST SIX YEARS AGO, I WAS ONE OF THE MORE
THAN 300,000 MEN WHO HAD TO HEAR PERHAPS THE MOST
DREADED WORDS ONE CAN HEAR FROM ONE’S DOCTOR,

“YOU HAVE PROSTATE CANCER.” IT GOES WITHOUT SAYING



THATI WAS STUNNED. MY FIRST REACTION WAS TO THINK
IT MUST BE A MISTAKE. HE MUST BE TALKING ABOUT

SOMEONE ELSE. BUT, IT WAS ME.

[ HAVE TO ADMIT, I WASN'T EVEN CERTAIN [ KNEW
WHAT A PROSTATE WAS -- LET ALONE THAT IT MIGHT
-THREATEN MY LIFE. BUT, I DID KNOW THAT I HAD BEEN
GETTING UP A LOT EVERY NIGHT. THAT, ALONE, WAS MY
ONLY SYMPTOM. 1 MENTIONED IT TO THE CAPITOL
, PHYSICiAN,,DR'; KRASNER, DURING MY ANNUAL PHYSICAL.
DR. KRASNER FOUND NOTHING SU_SPICIOUS‘ DURING MY
EXAM, BUT HE DID GIVE ME A BLOOD TEST, CALLED A
PROSTATE SPECIFIC ANTIGEN TEST OR PSA TEST. THE FIRST
TEST TURNED UP A LEVEL OE 4.8. THIS, I WAS TOLD, WAS
CONSIDERED TO BE ELEVATED, BUT NOT BY MUCH.

USUALLY 0 TO 4 IS A NORMAL LEVEL. DR. KRASNER



RECI-IECKED TI-IE LEVEL IN A FEW MONTHS AND

, SUBSEQUENT TESTS SAW THE PSA LEVEL RISING TO 6 9 AND
| THEN TO 8. A RISING LEVEL OF PSA I WAS TOLD CAN -‘

| SIGNIFY AN INCREASE IN THE VOLUME OF A SUSPECTED -

TUMOR

A BIOPSY WAS DONE. THE ‘R'ESULT wAs POSITIVE. AND, -
| ON DECEMEER 1, 1"991 | UNDERWENT A RADICAL -
PROSTATECTOMY BY DR. DAVID MCLEOD WHO WILL
TESTIFY LATER THIS MORNING. DR. MCLEOD ADVISED ME
“THAT MY CANCER HAD BEEN CAUGHT EARLY WHILE IT
WAS STILL CONFINED TO THE PROSTATE GLAND. AND, THE
- |GOOD NEWS WAS 1 WOULQNEED NO FURTHER TREATMENT
OTHER THAN PERIODI?C'PS'A TESTS, ALMQS_T SIX YEARS

LATER, MY PSA LEVEL REMAINS AT ZERO.



AFTER MY SURGERY WAS COMPLETE, I WAS
IMMENS.ELY RELIEVED, BUT WANTED TO KNOW MORE
ABOUT THIS DISEASE. IF I, THE SENATE REPUBLICAN
LEADER, A MEMBER OF THE FINANCE COMMITTEE WHERE
HEALTH CARE ISSUES FREQUENTLY DOMINATE THE
AGENDA, AND AN INDIVIDUAL WHO HAD A GREAT DEAL OF
PERSONAL EXPERIENCE WITH HEALTH CARE, HAD NEVER
REALLY HEARD OF THIS DISEASE, WOULD NOT HAVE
KNOWN TO ASK FOR A PSA TEST OR ANY OTHER TEST FOR
| THAT MATTER, AND W HO REALLY HAD ALMOST NO
SYMPTOMS, HOW MANY OTHER MEN WERE OUT THERE WHO
DIDN'T KNOW TO GO TO THEIR DOCTOR AND GET CHECKED.
I COULDN'T POSSIBLY BE THE ONLY PERSON TO HAVE HAD
PROSTATE CANCER. BUT, WHY HAD I NEVER HEARD OF

ANYONE ELSE DISCUSSING IT?



' ELIZABETH AND I DISCUSSED IT, AND WITH HER
* ENCOURAGEMENT, I DECIDED TO GO PUBLIC WITH MY

STORY. WOMEN WERE VERY FORTUNATE TO HAVE

~ PIONEERS LIKE BETTY FORD, WHO'CANDIDLY AND

COURAGEOUSLY DISCUSSED HER EXPER[ENCE WITH
BREAST CANCER. WHO KNOWS HOW MANY THOUSANDS OF

LIVES BETTY FORD SAVED WITH I-IER CANDOR AND HOW

- MANY WOMEN TODAY REMAIN THE BENEFICIARIES OF

EARLY DETECTION.
FOR ME THE QUESTION WAS, WHERE DO 1 BEGIN? |
'WHAT I STARTED TO_DO WAS BEGIN EVERY SPEECH I GAVE
BY ENCOURAGING ALL THE MEN OVER THE AGE OF40IN
THE AUDIENCE TO ASK THEIR DOCTOR ABOUT A PROSTATE
CHECK-UP, AND TO ASK ABOUT THE PSA TEST. 1ALSO
ADDRESSED THE WOMEN IN THE AUDIENCE. WOMEN ARE

SO MUCH BETTER ABOUT TAKING CARE OF THEIR HEALTH



AND SEEING A DOCTOR REGULARLY. I CONCLUDED,
‘MAYBE THE WIVES OR DAUGHTERS OF MEN WOULD

ENCOURAGE A VISIT TO THE PHYSICIAN’S OFFICE.

| BEFORE LONG, THE MEDIA STARTED PICKING UP ON

. THESE MESSAGES I WAS DELIVERING AND1 FOUND MYSELF
ON “THE LARRY KING SHOW” AND THE NETWORKS --NOT
TALKING ABOUT POLITICS, BUT INSTEAD TALKING ABOUT
PROSTATES. 1 STARTED REFERRING TO MYSELF AS THE
“PROSTATE PIN-UP BOY”, AND BEFORE LONG, THE LETTERS
AND PHONE CALLS CAME POURING IN. NEARLY EVERYONE
WANTED TO KNOW EVERYTHING ABOUT PROSTATE CANCER
AND HOW TO TREAT IT -- IT’S SIDE ’EFFECTS, SUCH AS |
INCONTINENCE AND IMPOTENCE -- I LEARNED MUCH MORE

ABOUT PROSTATE CANCER IN THE PROCESS.



- WHILE MY OFFICE WAS QUICKLY BECOMING, IN A
SENSE, A DISSEMINATION CENTER ON PROSTATE CANCER
INFORMATION, IT OCCURRED TO ME THAT MUCH OF THIS
WAS HAPPENING BECAUSE OF THE VOID OUT THERE ON
MEN’S HEALTH ISSUES. IT BECAME A PERSONAL CRUSADE

TO INCREASE AWARENESS ABOUT PROSTATE CANCER.

BY AUGUST OF 1992, ABOUT 8 MONTHS AFTER MY
SURGERY, I SPONSORED THE FIRST “BOB DOLE PROSTATE
CANCER SCREENING BOOTH.” IN A FEW DAYS, WITH THE
HELP OF VOLUNTEERS, INCLUDING DR. MARK AUSTENFELD,
A YOUNG UROLOGIST AT THE UNIVERSITY OF KANSAS,
ABOUT 300 FREE PSA TESTS WERE DONE. WERECEIVED
 SOME MEDIA ATTENTION BECAUSE THIS PROSTATE
SCREENING BOOTH WAS NEAR THE CONVENTION FLOOR AT

THE REPUBLICAN NATIONAL CONVENTION IN HOUSTON.


http:OUTTHERE.ON

SINCE THEN, | HAVE SPONSORED MANY SCREENING
BOOTHS AT PLACES SUCH AS THE KANSAS STATE FAIR, THE
TRADING FLOOR OF THE CHICAGO MERCANTILE, AND
AGAIN AT THE 1996 REPUBLICAN CONVENTION. WE
' EXPANDED OUR SERVICES TO INCLUDE FREE
MAMMOGRAMS. THANKS TO THE CANCER RESEARCH
FOUNDATION OF AMERICA, ENOUGH MONEY WAS RAISED
- TO SCREEN ABOUT 20,000 MEN FOR PROSTATE CANCER AND

ABOUT 5,000 WOMEN FOR BREAST CANCER.

SO, I'VE LEARNED A GREAT DEAL ABOUT PROSTATE
CANCER SINCE 1991. BUT, I'VE ALSO LEARNEDA LOT ABOUT
ALL CANCERS. AND, THOUGH I’'M NOT A DOCTOR OR A
SCIENTIST - PVE BEEN TOLD BY THE EXPERTS THAT THE

CURE FOR PROSTATE CANCER, OR BREAST CAN CER, OR ANY



OTHER TYPE WILL COME WHEN WE FOCUS ON THE CURE

FOR ALL CANCERS.

" I'VE SAID iT ALL ALONG THAT TI-[ERE“ ISNOTHING TO
BE GAINED BY PITTING ONE CANCER AGAINST ANOTHER.

'»OR FOR THAT MATTER ONE DISEASE AGAIN ST AN OTHER

EVERY CANCER CAN PROBAB.LY BENEFIT FROM MORE
RESEARCH DOLLARS AND I HOPE IN THE NEAR FUTURE A

WAY WILL BE FOUND TO MAKE THAT HAPPEN

LETME CONCLUDEBY EMPHASIZING HOW IMPORTANT
EARLY ~DETECTIQN IS TO SAVING LIVES. I HAVE TO ADMIT,
AT THE BEGINNING TALKING ABOUT PROSTATE CANCER
AND THE POSSIBLE SIDE EFFECTS WAS DIFFICULT AND AT

TIMES AWKWARD. BUT, WHEN YOU OPEN A LETTER FROM A



MAN WHO WRITES TO THANK YOU FOR SAVING HIS LIFE,
THERE IS NO SUCH THING AS AWKWARDNESS. SO,ON
BEHALF OF ALLIH:E MEN, AND THEIR FAMILIES, WHO WILL |
BENEFIT FROM THIS HEARING THIS MORNING ~ AND WHO
MAY EVEN, THEMSELVES% BECOME THE NEXT BENEFICIARY |
OF EARLY DETECTION, I WOULD :LIKE TO EXPRESSMY

' WHOLE- HEARTED APPRECIATION'FOR THIS COMMITTEE,
PARTICULARLY SENATORS GRASSLEY AND SHELBY, FOR
-BRINGING TOGETHER THIS VERY IMPRESSIVE GROUP OF

WITNESSES.

1 GUARANTEE THIS HEARING WILL MAKE A

DIFFERENCE FOR MEN ALL ACROSS AMERICA. |

- 10
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BREAUX CO-CHAIRS HEARING ON PROSTATE CANCER
Former Senator, Presidential Cand:date Dole Testifies

Washington, DC (September 23, 1997) -- Sen. John Breaux (D-La.) today co-
chaired a hearing of the Special Committee on Aging to promote awareness of prostate
cancer and to examine recent advances in treatment options. Former Senate majority
leader and 1996 presidential candldate Bob Dole — a prostate cancer survivor — was the .

- lead witness at the heanng

“One of the worst pieces of news men can hear is that they have prostate cancer,”
said Sen. Breaux, ranking member on the aging committee. “Unfortunately, it is news that
is all too common, with as many as 20 percent of all men likely to face the disease. One
of the options we should consider is making prostate cancer screenings for men over 50

" as routine as mammograms for women. As Senator Dole and others have shown, the
disease can be treated successfully if detected early.”

The hearing was scheduled today to focus attention on Prostate Cancer Awareness
Week. With more than 330,000 new cases diagnosed each year, prostate cancer is the
second leading cause of cancer ‘deaths among men. But there have been major
advancements in treatment options available to those who suffer from the disease. in
addition to former Sen. Dole, witnesses included NFL Hall of Fame quarterback Len
Dawson, New York Yankees General Manager Bob Watson and Nevada governor Rabert
Miller. ,

“In the past, men have generally been reluctant to have prostate cancer
screenings,” Sen. Breaux said. “But Sen. Dole and our other witnesses today have done
a great public service for us and our families by highlighting the importance of early
diagnosis and treatment. And with passage of the balanced budget agreement, Medicare
will begin covering yearly screenings for beneficiaries.” ' |

Sen. Breaux has served as the ranking member of the aging committee since
January. He is also a member of the Finance Committee, which oversees spending on
Medicare, Medicaid and other entitiement programs.

HH
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MEMORANDUM FOR THE PRESIDENT

FROM: Chris Jennings
: SUBJECT: Prostafe Cancer

cc: . Bruce Reed

Responding to your interest in developments on the prostate cancer front, this memo summarizes
our response to the issues that were raised with you recently and also provides an update on
actions the Administration can take to help advance the fight against prostate cancer.

BACKGROUND

This year over 210,000 men are expected to be diagnosed with prosfate.canéer and over 42,000
- men are projected to die from this disease (virtually the same number of women who die from
breast cancer). Only lung cancer claims more cancer deaths for men.

Prostate cancer does not manifest itself in most men until they have reached traditional retire-
ment age -and, when it does, there are great disparities among minorities relative to incidence.
In fact, fully 80 percent of those diagnosed with this disease are over age 65. African American
‘men have an incidence rate over 35 percent higher than white men. Interestingly, Asian-
Americans have an incidence rate that is less than half of white Americans. (Clinical trials are
underway at NIH to determine the causes of these differences.) '

CONCERNS RAISED BY PROSTATE CANCER ADVOCATES

The concerns that were recently raised to you and echoed by prostate cancer patient advocates,
such as the American Cancer Society’s Man to Man, USTOO, CaPCure (Michael Milken’s

- foundation for prostate cancer), and Beth Kobliner Shaw are as follows: (1) Federal funding for
prostate cancer research is inadequate, particularly relative to breast cancer and AIDS,

(2) administrative shortcomings have unacceptably delayed the allocation of Defense Department
prostate cancer research funds to scientists, and (3) there has been insufficient high level
Administration attention paid to this devastating disease (some have suggested a White House-
sponsored conference). The following responds to the concerns that have been raised.



Issue: Prostate Céncerr Research is Inadequately Funded. Response: Probably true, but
depends on how you look at the numbers: The overall dollars for funding are low in comparison
to some highly-publicized diseases such as breast cancer and AIDS. However, relative to other
diseases, prostate cancer has increased significantly since you took office. Moreover, this issue
is more complicated than simple dollar comparisons. Overall spending on breast cancer still is
more than four times that of prostate cancer research ($625 million versus over $140 million).
According to NIH, this is due in part to limited opportunities for scientifically-sound prostate
cancer-specific research. They also argue that there is a great deal of overlap in cancer research,
so that the most promising léads in prostate cancer research may in fact result from dollars spent

in research for another cancer. It seems clear though that the large amount of public attention to
 breast cancer has had a major impact on fundmg

Notwithstanding the disparity of investments, signiﬁcant increases in prostate cancer funding
have occurred under your Administration and, as will be discussed below, more dollars are likely
to be recommended in the very nearfuture. Prostate cancer research has increased about 60
percent since 1993. Such an increase is substantial when compared with other major diseases,
such as diabetes (11 percent increase) and heart disease (21 percent increase). Despite these
numbers, it does appear that a good case can be made that research funding this type of cancer is
inadequate. :

Issue: DoD Needs to Allocate Their Prostate Canéer Funding More Quickly.

Response: Partially true, but understandable since DoD has never had such funding before.

In an attempt to address the limitations in research spending imposed by the budget caps, the
Appropriations Committees began in the early 1990s to allocate breast cancer research dollars in
the Defense budget. Building on the Congress’ build-up of breast cancer research at the DoD,
Congress appropriated about $45 million for prostate cancer in FY’97 and again this year. -
(Since the DoD believes biomedical research is not their mission, OMB has never suggested
using DoD dollars for research in any budget proposal; however, this is somethmg we mlght
want to discuss in this year’s budget.) :

Although there has been excessive delay in getting these dollars out, DoD did just complete a
multi-month consultative process with prostate cancer experts, patients, and advocates to find the
best ways to fund top-of-the-line research. They have received over 600 grant proposals and
plan to fund as many peer rev1ewed grants as possible by no later than next April.

Issue: Prostate Cancer Needs a Higher Level Administration Focus. Resganse: We agree,
‘and, in fact, the National Cancer Institute has already convened a high-level panel that will
provide recommendations next Spring about new research opportunities and the need for more
funding. This process was pulled together in order to assess how to best move forward on some
promising recent break-throughs in prostate cancer made in the last year, including:

(1) the discovery of a new hormone therapy which given after radiation therapy can prolong
survival of patients with locally advanced prostate cancer; (2) the general location of the first
heredity prostate cancer gene; and (3) the identification of hundreds of genes expressed in
prostate cancer as the first cancer studied in the recently-launched Cancer Genome Anatomy
Project (CGAP) at NIH.



NEW ACTIONS UNDER REVIEW ON PROSTATE CANCER

Increases in Prostate Cancer Research Funding. The panel discussed above is scheduled to
be completed by March and Dr. Rick Klausner, the NCI Director, fully expects that it will result
in greater attention to and more funding of this disease. We are reviewing options to give this
work even a higher profile. Preliminary discussions with NCT have led us to conclude that it may
be possible for you to'announce their Spring recommendations for more fundlng of prostate
cancer research.

Legislation for Medicare Coverage of Cancer Clinical Trials. One of the highest priorities by
the cancer research advocacy community is enacting a bill that would allow Medicare, for the
first time, to cover cancer clinical trials. Having Medicare cover clinical trials would be
particularly helpful to those with prostate cancer because: . (1) most of the prostate victims are
Medicare beneficiaries; (2) the lack of participation of elderly men in trials has undermined
clinical research for the treatment, prevention, and screening for this disease; (3) given the
promising new findings, NCI expects there will be an increase in clinical trials for prostate
cancer, creating a need for even more participants.

We are working with HCFA, NIH, and OMB to develop a policy proposal, to cost it out, and to
develop Medicare offsets. As of this writing, it appears that the policy we are considering could
cost between $1.5 billion and $3 billion over 5 years. Even by Medicare standards, this option is
a significant investment, particularly for a targeted new benefit. Having said this, it would have
the dual benefit of increasing the number of cancer clinical trials and, in so doing, likely help
encourage private sector plans to increase their coverage of these trials. This policy would be
widely heralded by the scientific cornmumty, cancer patient advocates, and Senators' Mack and -
Rockefeller. If you decided you want us to pursue this initiative, we would of course have to
determine how best to pay for it, whether to include it In your FY'99 budget and when best to
announce it.

Currently, HCFA has the authority to pay for trials on procedures they believe have the potential
to no longer be experimental. (This is different than payment for experimental trials, mentioned
above, on drugs and devices not yet given FDA approval for certain kinds of treatments.) You
recently saw a USA Today article referencing pbssibl¢ coverage for a trial on cryotherapy, a
treatment that some think has the potential to reduce prostate cancer where the cancer has not yet
spread. We have since learned that both HCFA and NIH are skeptical that the procedure merits
coverage and may not authorize it. Having said this, it is encouraging that HCFA and NIH are
working together to target such procedures for coverage.” :

Revenue from the National Tobacco Legislation for a Major Increase in Research Funding
and/or Raise Funds from Other Revenue Sources. Another option currently being developed
in the policy process is to call on the Congress to dedicate much of the new revenue from any
tobacco legislation to a Trust Fund designed to vastly increase investments in biomedical
research, including new increases in prostate cancer research. Senator Kennedy has just
introduced his tobacco legislation bill, which includes provisions to use his assumed and
unrealistically high tobacco revenue to be used, in part, to double the NIH budget. Senator Mack
and Senator Harkin are also calling for a doubling of the budget. In addition, Donna Shalala's

. budget submission includes a new insurance premium tax to be used to eventually double the
NIH budget. (If you are interested, I can send you a pro/con memo on this proposal.)

Certainly any such actions could be incorporated into a number of events that would visibly
-associate the Administration with an unprecedented new commitment to cancer research in



general, and prostate cancer in particular. We will keep you informed of developments.
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Mr. Chairman and Committee Members: '

I am pleased to have the opportunity to discuss the Department of Veterans Affairs’ (VA)
Prostate’Cah_cer Detection and Treatment Programs. Cancer is second only to cardiovascular
disease as a cause of mortality énd morbidity in veterans: Because of this significant health

| challenge to vetérén patients, a number of formal §r0grarns as well as specific designations of

" facilities based upbn the available expertise in treating cancer ha?e been established. Throughout
VA, 103 facility-based cancer progréms treat an estimated 50,000 new cases each year. Of those,
approximately 9,000 aré patients with newly- diagnosed prostate cancer. The total number of ail
cases of prostate cancer under care by VA is approximately 70,000; abbut 6,000 are treated on an
inpatient basis each year. More than 60 VA facility-based cancer programs are approved by the
American College of Surgeons (ACoS) Commission on Cancer. VA’s Under Secretary for
Health, Dr. Kenneth W. Kizer, has communicated his expectation of a significant increase in the

number of sites achieving that recognition.

In 1992, VA heaciquarters prepared a set of standards for oncology prqgrams that were based
upon the ACoS requirements and were subsequently published in VA’s policy manual. It is
worthwhile to provide some details regarding this process, since promulgation of standards, such
as those of the ACoS, is critical to provision of the highest quality of medical care. The goals of

éstabiishing those criteria for VA facilities were:



e to provide state-of-the-art multidisciplinary and humane care;

s to improve patient ‘access to comprehensive care;

¢ to ensure coordination of approaches to cancer care among the numerous speciélists;

e andto develbp cQst-effeCtive outpatient programs, including access to lodging facilities

where appropriate.

Three levels of cancer care were established. Each medical center is classified as providingA

primary, secondary, or comprehensive cancer care. It is our intent that each of VA’s 22 Veterans
Integrated Service Netvyorks (VISN) will have at least one Comprehensive Cancer Center (CCC)
which is either certified by the College of Surgeons or possesées conditional approval.

Currently, 40 facilities are designated as Comprehensive Cancer Centers.

Briefly defined, a primary care center has diagnostic capabilities focused on screening and

prevention programs and has a referral relationship with a Comprehensive Cancer Center.

A secondary level program treats over 100 new cancer cases annually and has the capability to
provide some chemotherapy and cancer surgery. Prevention and screening programs are

~ available, as are routine radiology, nuclear medicine, and pathology diagnostic services.
Radiation oncology services must be available either in the facility itself or by contract or sharing

agreements with an adjacent entity.

A Comprehensive Cancer Center treats over 300 new cancer cases annually. In addition, three

additional broad groups of requirements are met.

First, the center meets specified staffing requirements, personnel pqssess'expertise in cancer

management, and the center provid‘es a wide range of services to assure the provision of state-of-
the-art care. This encompasses diagnostic services including a complete clinical laboratory with
cytology; immunopathology aﬁd blood bank capabilities, with access to other more specialized

testing capabilities. Diagnostic services include invasive and noninvasive radiology, including



computerized tomography, magnetic resonance imaging services, and nuclear medicine

capabilities; single photon emission computed tomography (SPECT) is recommended.

Second, these centers must provide a complete range of therapeutic services including:

~ & surgical oncology and surgical subspecialtiés (e.g., thoracic, head and neck surgery, urologic
surgery etc.); | | |

¢ medical oncology with chemotherapy, including demonstrated familiarity and experience
with investigational protocols, and a full complement of internal medicine specialties and
services (e.g., pulmonary medicine, cardiology, dialysis, etc.); |

e radiation therapy services including electron beam and interstitial therapy;

e anutritional support team; ,

e anumber of specific residency training programs;

e acomplete pharmacy service that specializes in the preparation of chemotherapeutic agents

(using laminar flow-hood equipment).

Each CCC program is encouraged, but not required, to have an inpatient oncology unit or its

equivalent.

Finally, Comprehensive Cancer Centers are alsb expected to prpvidé:

» social work services; counseling; pain maﬁagement; nutritional education and support;
e in- and outpatient rehabilitation; o

¢ formal interaction with available hospice services;

» special lodging arrangements for ambulatory patients receiving extended treatment.

Leadership is provided bS/ a multidisciplinary committee which includes representatives from
medical and radiation oncology, diagnostic radiology, surgery, and pathology. The committee's
responsibility is to monitor quality management and provide for improved care, and to supervise
the cancer registry. Interdisciplinary cancer conferehces, wherein speciﬁc patient case

management issues are discussed, are required at regular intervals; these must comprise a



minimum of 10 percent of all cases seen at the Center. We have previously provided the
Committee a portion of the annual cancer'report from the VA Medical Center Long ]éeag:h,

California, which illustrates the clinical and research activities underway at such centers.

- Formal cancer registrieé are considered critical elements in a cancer programf They provide
important epidemiologic information, data on staging, patient demographics, survival statistics,
and other clinical outcome data. Currently, there are more than 85 VA healthcare facilities with
formal cancer i‘egistries, and more than 55 certified tumor registrars. Establishment of a central
tumor registry is underway and will enable compilation of accurate incidence statistics, planning
for resource allocatidn, comparison of incidence and outcomes with national standards, analyses
of specific management and outcomes, assistance in reporting to the VA Secretary and Under

Secretary for Health, and Congress, and contributions to the National Cancer Data Base.
Diagnostic and Treatment Options for Prostate Cancer:

Despite the high prevalence of prostate cancer, there are significant gaps in the evidence base
regarding screening, diagnosis and treatment. While the number of diagnosed cases of prostate
cancer has increased, there has not been a concomitant increase m mortality rates; therefore,
some investigators have concluded the data include a dlspropomonatc number of diagnoses of
"non-lethal” cancers: Autopsy studies have demonstrated that a Iafge fraction of elderly men die'
with, but not from, prostate cancer, and a number of populatxon—based studies have indicated that
more cases of prostate cancer that seem to have little likelihood of reducmg survival are being
detected in-screening studies. The essence of the problem is that many early non-aggressive
cancers that have limited potential to affect survival are detected (and likely treated); rhoreover,
the early detection of aggressive cancers and those that have already spread and are poorly
responsive to current treatment is unlikely to improve cutcomes. Indeed, it is still uncertain
whether radical prostatectomy or radiation therapy for many early stage prostate cancers will
result in survival superior to that provided by careful observation without immediate treatment.
Earlier detectxon of malignancy that is unresponsxve to any treatment will result in an apparent

increase in survival time (so—called lead-time bias) which is totally unrelated to any



intervention(s). Notwithstanding, providing no active treatment to all early stage disease may

obviate potentially curative treatment for some cases destined to otherwise progress.

There are a number of appropriate treatment options for each stage of prostate cancer. Selection
of specific therapy is therefore dependent upon patient-specific clinical factors, the patient's

personal preferences, the clinician's experience and best judgement, and the available technology.

For Stages I and II prostate cancer, it remains uncertain as to whether prostatectomy (with or
without lymph node dissection), external beam radiotherapy, brachytherapy, or careful
observation will provide the longest survival. Under various éirgumstances, all api:roaches could
be supportable based upon current evidence. Stage III disease has spread beyond the gland, and
the results of prostatectomy a:é much poorer than in Stages I and II. Nonetheless, for selected

* patients surgery' may.be appropriate. Radiat,ion"therapy is fhe most common treatment for this
stage, and offers the possibility of cure. Acceptable options also include, for carefully selected

cases, observation with treatment provided only for symptoms.

Advanced prostate cancer presents signiﬁéaﬁt therapeutié difﬁcﬁltie‘s. Surgery is not indicated
save for local symptomatic problems such as pain or urinary obstruction. Radiation may prove
beneficial for the same purposes. Hormonal therapy will provide palliation; and possibly extend -
survival, but is not curative; and chemotherapy remains primarily investigational at this time.

For asymptomatic patients, careful observation may be appropriate.

Therefore, it is not possible to construct definitive stateﬁents selecting any specific treatment
plan for any stage of prostate cancer, Indeed, if clinicians always selected the most appropriate
treatrﬁent for each individﬁal pétient,' it would be apparent that for any patient classification
kschcm‘e -&by disease stage, by age, etc. - a wide variety of therapeutic strategies would be

employed in each category.

The major difficulty in formulating rational treatment plans is the nearly total absence of



randomized, controlled trials of various therapies. Almost all of the data exist in the form of case
series, usually with inadequate description of patient selection criteria and absent direct
comparisons of alternative treatments. Patient selection factors often have influenced the choice
of treatment and thus make comparisons of therapeutic strategies problematic; for example, it
appears that Stage I and 11 patients treated with radiation therapy have had worse prognostic
factors than those provided surgery. Unfortunately, such data constitute the foundation upon
vs}hich some clinicians have formed their opinions regarding clinical manageﬁaent. Patients, too,
form their own convictions based upon incomplete information, which may often derive from

sources of questionable reliability and accuracy.

Screening for prostate cancer is a topic of great contemporary interest. The value of early
deteétion and treatment of prostate cancer remains unclear, and the issue is controversial.
Routine screening is not recommended by the U.S. Preventive Services Task Force, the Canadian
Task Force on the Periodic Health Examination, or the American College of Physicians. Also,
the American Cancer Society does not prorr{ote mass scréening. Screening is, however,
recommended by the American Urological Association, and the American College of Radiology.
Prior to its demise, the U.S. Congress’ Office of Technology Assessment concluded that the
choice to éccept or forego screening should depend on an individual patient's valueé. Current
VA policy regarding prostate cancer screening for veterans is contained in an Information Letter
issued by the Under Secretary for Health on January 8, 1997. That document states that the
decision to screen, using modalities such ‘asbdigital rectal examination, prostate-specific antigen
(PSA), and transrectal ultrasound imaging with or without ult;asound-directed biopsies, should
be made by the patient subsequent to an explanation by the physician of the controversy

regarding the value of such testing and the potential benéﬁts and risks of screening.
Clinical Guidelines:

It is our intent that physicians routinely provide the best available care to every one of the 9,000

new prostate cancer patients seen in VA healthcare facilities every year. VA is cognizant of the



utility of guidelines for the purpose of providing best practices to our patients. The development
of useful clinical practice guidelines is a complex and difficult procedure. Recommended best
practices can only be aé valid and reliable as the eyidenbc upon which they are based. Moreover, |
guidelines require frequent review and revision as new information becomes available, and thus
obsolescence is a constant problem. In addition, the guidelines must be promulgated and
disseminated widely and in a timely fashion, be easily accessible, and "user-friendly" to busy.
clinicians. For all of these reasons, as part of a newly developed VA National Cancer Strategy
requested by VA Under Secretary for Health, Dr. Kenneth W. Kizer, we have selected the
Physicians Data Query system (or PDQ), provided by the National Cancer Institute through the
National Library of Medicine as representing the standard of cére to be provided by VA. In
essence, PDQ is our national cancer care guideline. PDQ recommended diagnostic and
therapeutic interventions are the result of a cofnprehensive review process by an editorial board
of cancer experts and are based on published studies which are carefully evaluated according to
the strength of their evidence (‘see enclosed PDQ statement). PDQ statements and their
supporting evidence are re-assessed by the editorial boards at two-to-four-month intervals, thus
assuring contemporaneous information. This database is stored by the National Library of
Medicine in electronic format and is available virtually instantaneously, 24 hours a da)}, at every
VA medical facility. The information can be reviewed on a personal computer, of hard copies
can be printed for future reference. . This database provides an up-to-date summary of the best

practices in oncology.
Prostate Disease Research in VA:

Recognizing the importance of prostate disea‘ée td the veteran population and the large number of -
unresolved questions from basic biology to its optimal treatment, VA has committed substantial
resources to rcseérch on prostate disease. Prostate disease research expenditures have grown
from $3 million in FY 1995 to over $9 million in FY 1996, an estimated $12.8 million in FY
1997, and a projected $15.1 million in FY 1998. An additional $7.3 million was obtained by VA

investigators from non-VA sources in FY 1996 to support prostate cancer research projects,



further leveraging the VA’s direct investment in this field.
Selected examples of VA research include:

Clinical Trials - An ongoing project, The Prostate Cancer Infervention Versus Observation Trial
(PIVOT), is a collaboration between VA’s Cooperative Study Program, the National Cancer
Institute, and the Agency for Health Care Policy and Research. Men 75 years of age or younger
who have clini.cally localized prostate cancer are eligible for-the study. Participants are randomly
assigned to receive radical prostétectomy with additional treatment for residential or recurrent .
disease or expectant management with treatment for symptomatic progfession or metastatic

disease. The goal is to determine which treatment approach is better for patients.

Risk, Screening, and Treatment Préﬂrences -A researbh investigator in Houston is studying
relatives of men with prostate cancer to determine the familial risk of prostate cancer.
Investigators in West Haven are evaluating the effectiveness of screeniﬁg for prostate specific
antigen (PSA) for identifying patients with early prostate cancer. They hope to determine
whether screening can improve survival rates. A Gainesville investigator is using endorectal

. magnetic resonance imaging of the prostate as a new way to screen for prostate cancer and to
monitor response of the prostate to cancer therapy. Research investigators in Milwaukee are
analyzing patient preferences for treatment of localized prostate cancer. They found that the
most important factors iﬁ making a treatment decision were the doctor’s recommendation, life
expectancy, and experience of friends or family. Another Houston project is assessing patient
preferences associated with treatment of advanced prostate cancer. Since no available treatment
can cure these patients, analysis of quality of life among the patients choosing particular

treatments might help future patients to make treatment choices.

Basic Medical Research - Research investigatbrs are identifying markers for differential
diagnosis and aggressiveness of prostate tumor cells (Washington) while others are developing a

panel of biomarkers that will detect individuals at high risk for development of prostate cancer



(Oklahoma City). Stimulation and inhibition of growth of prostate cells is influenced by
hormones and by various growth factors and their receptors. Studies focusing on specific growth
factors include fibroblast growth factor (New York), insulin-like growth factér (Seattle),
epithelial growth factor receptor (Birminghafn), and transforming growth factor and parathyroid
hormone (Loma Linda). Other projects (Minneapolis, Chicago) are fécused on enzymes that
may increase the ability of prostate tumor cells to grow in new sites in the patient (metastaéis). A
Madison group is studying the role di;’ferent cells have in iﬁitiating prostate tumor cell growth. -
The investigators believe that naturally-occurring enzymes may allow the cells to grow in
different parts of the body. These studies may provide new targets for better anticancer

{reatments.

Other research investigators are concentrating on hormones and their receptors on prostate
(Washington) to understand the mechanisms underlying the transition of prostate cell growth

from androgen-dependent (treatable) to androgen-independent (fatal).

Some projects concentrate on animal models such as the rat (Atlanta) or mouse (Iowa City) for
prostate cancer. Other studies are looking at the role of the immune system and its interaction
with prostate cells. Projectsinclude the development of active immunization against prostate

cancer cells (Baltimore) and the use of immune cells to destroy prostate cancer cells (Iowa City).

In addition to the ongoing projects described above, a joint VA/DoD planning committee has
been formed to set priorities for prostate disease research, issue invitations for investigators to

- submit proposals, and conduct scientific reviews of proposals prepared by VA and DoD

- investigators. This committee has drafted a Request for Proposals for a VA/DoD Collaborative
Research Program on prostate diseases including cancer that is now tindergoing concurrence by
both agencies. Scier\niﬁc review committees are also being assembled to conduct the review of
proposals anticipated in response to this RFP. Separately, the VA Cooperative Studies Program
is prepaiﬁng an Announcement soliciting proposals for new treatment trials of prostate cancer

that will be released by the second quarter of FY 1998.



VA has recently established three Epidemiological Research Information Centers (ERIC’s)
through its Health Services Research and De?'elopment program. Within the ERICs, one study
on “Risk of Mortality in Prostate Cancer” has already been funded (West Haven), a “Prospective
Cohort Study of Early Stage Prostate Cancer” is projected to be funded in FY 1998
(Boston/Brockton), and a proposal for a “Case Control Study of Prostate Cancer in Black and

White U.S. Veterans” is now pending review for scientific merit (Durham). -

These new initiatives will continue the strong trend of increasing VA funding of prostate cancer

research into FY 1998.
Interagency Agreement with the National Cancer Institute {NCI):

We believe veteran patients should be provided with the most recent state-of-the-art care and
should have the option of participating in promising, novel treatment plans which may become
the standard of care for the future. To that end, VA and NCI have signed an Interagency
Agreement. The purposes of this agreement are to provide veteran patients with access to the full
range of new approaches to prevention, diagnosis and treatment, while increasing VA clinical
research and accrual of patients into NCI-sponsored national clinical trials. This agreement will
build upon already existing cooperation between VA and NCI. There are currently 22 VA
hospital affiliations with NCI-designated cancer centers and 90 formal associations between VA

medical centers and various NCI Cooperative Study Groups.

That concludes my statement, Mr. Chairman. Dr. Feussner and I will be pleased to answer any

questions you or Members of the Committee may have.
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range of experience in the early detection, diagnosis, staging and management of prostate
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the treatment of prostate cancer both as primary therapy and as salvage following
radiation therapy. M.D. Anderson Cancer Center, where Dr. Babaian has spent the last 13
years of his career, has extensive experience with cryosurgery. In excess of 200

procedures have been accomplished at that institution; approximately 25% of. which were

performed personally by Dr. Babaian.
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The Potential Role of Cryosurgery as a Treatment Alternative for.
Prostate Cancer
Historical Perspective
Cryosurgery, or freezing of the prostate, was first reported by Soanes and Gonder
in 1964. Thereafter, several othér investigators in the 1970s employed this technique to
treat prostate cancer. In this era, cryoablation of the prostate was achieved by circulating
liquid nitrogen through probes that were designed for placement intraurethrally or

transperineally. Although the extent of tumor destruction was most impressive, the



“delivery system was cumbersome and did not allow the operator to control pl;ecisely'the
extent of the freezing process, frequently resultiﬁg in extensive damage to the surrounding
tissues. This, therefore, resulted in severe complications such‘ as Vurethrocutaneo'us and
urethrgrectal fistulas, as well as prolonged intraurethral tissue sloughing with urinary
obstruction. Despite its promise as a method of destroying prostate tissue, the early |
technique of cryoablation was abandoned because of its'associgted mor.bidity.’ The
mechanism by which cryosurgery prc;duces tissue destruction is intracellular dehydr’atidn,
toxic electrolyte concentration, crystallization with secondary membrane rupture,

denaturation of proteins, thermal shock and vascular stases.

Modern Era of Cryosurgery

In 1992, there was a reemergence of interest in the application of cryéablati‘on of |
the prostate because of a series of technical advances which modernized the procedures
for cryoablation. In the. late 1980s, transrectal ultrasonogréphy of the prostate became
wide-spread with urblogists becoming adept at prostate imaging 'a‘nd ultrasound-guided
biopsies of this organ. As a consequence of the ultrésound technology, the probedure for-
cryoablation could- be peri‘ormed with real-time visualization of the prostate and-
surrounding structures. Thé resélution of this technology allowed safe and aééurate
placement of cryoprobes directly into the prostate. In the early 19§Os, Onik and
Associates demo‘nstrated that the extent‘ bf freezing and consequently tisspe destruction

could be monitored and precisely controlled employing transrectal ultrasound. This was



poséible because of the ice ball phenomenon which resulted in a striking acoustic image.
Therefore, as a direct consequenée of modern ultrasound technology, cryoablafion could -
be performed with less risk of the severe complications which led to its abandonment in
the 19663 and 1970s. In addition to fhe technological improvements in ultrasound,
advances have also occurred in percutaneous instrumentation (needles, guide wires,
dialato.rs, and sheaths) resulting in marked improvement of transperineal insertion of the
temperature probes into the prostate. As previously mentioned, the initial cryosurgery
units were cumberséme and have bean replaced by more innovative systems which can
circulate liquid ﬁitrogen or argon in up to eight slender probes at individually controlled
rates. Temperature monitoring has élso been recently introduced to facilitate the

monitoring of the freezing process.

A Summary of Recent Clinical Experience
with nyoablation of the Prostate
Our experience at The University of Texas M.D. Anderson Cancer Center with
patients undergoing salvage cryotherapy of the prostaté was recently published in the
March, 19‘97‘issue‘: of The Journal of Urology. Short-term PSA follow-up in our patient
population revealed that 31 perc;ent of patients have a persistently undetectable PSA.
Patients who had a local recurrence following radiation therapy and who were treated with
a doﬁble freeze-thaw cycle of cryoablétion had a 93 percent negative biopsy fate six

months following cryoablatlon. This was significantly better than the negative biopsy rate



of 71 percent in those men who were treated with ,only. a single freeze-thaw cycle of
cryoablation. In the 150 patients we reported, there we.re no operative deaths and no
bleeding that required transfusion. There Was a 1 percent incidence of fistula formatibn in
this pre-treated group of men with a 3 pefcent incidence of ostitis pubis, a 1 percent
incidence of prostatic abscess formation, and a 17 percéht rate of urinary obstruction
requiring transurethral prostatectomy. The major complications of salvage cryotherapy
reported by. patients who responded to a questionnaire were urinary incontinence
occurring in 73 percent, impotency in 72 percent, obstructive symptoms in 67 percént,
and severe periheal pain in 8 percent. |

In a smaller group of men treated at The University of California in San Diego following
relapse after radiation therapy, 86 percent of the men were found to have negative biopsies
3. and 6 months following cryoabablation. A serum PSA of less than 0.5 ng/ml was
reported in 40 percent of these men. The three-month positive biopsy rate in men
undergoi_ng cryoablation for radiation therapy fa.ilﬁre reported by Onik, Miller, and Cohen

from Allegheny General Hospital was 27.3 percent.

Primary Therapy of Localized Prostate Cancer
‘Using Cryoablation
A preliminary study reported by Shinohara and Associates from The University of
California at San Francisco reveals an undetectable PSA at 6-months in 48 peréent of

patients and a 70 percent negative post-cryotherapy biopsy rate. Excluding impotence, -



they reported an ;verall complication rate of 51 percent. The two ‘most common
symptoms were urinary obstruction requiring transurethral resection in 23 percent and
penile numbness in 10 percent. It is important to note that the incidence of incontinence in
this group of men treated with primary cryotheraéy was only 4 percent. A report from
The University of California at San Diego witﬁ short-term follow-up for patients with
localized cancer of the prostate who have received cryoablation reveals that approximately
40 percent of patients have PSAs less than 0.5 ng/ml which is exceedingly low and that

the negative biopsy rate in patients undergoing cryoablation as their primary form of
treatment was 86 percent. In a report on primary cryotherapy for men with localized
prostate cancer using adjuvant hormonal therapy and temperature monitoring, Lee and
Associates from Crittenton Hospital report a positive bibpsy rate of 3.3 pércent one-year
following cryotherapy. They also réport that one-half of the patients with negative
biopsies had an undetectable PSA,‘ Approximately 80 percent of all the patients with
negafive biopsies had a PSA less than or equal to 0.5 ng/ml. The com;ﬁlication rates
reported at one year in their 347 patients included an operative mortality rate of O percent,
a 0.33 percent urethral-rectal fistula rate, an incontinence rate of 0.33 percent, with a 3.2
Percent incidence of outlet obstruction. In an unpublished update of their results the
distributidn of failures by pre-ope;ative PSA levels reveals that 8 percent of men with a
PSA of less than 4 have failed. The failure rates in fnen with a pre~treatrf1ent PSA between
4.1 and IO-and greéter than 10 were 11 percent and 23 percent respectively. In an

unpublished report presented at the Endourology World Congress in September of 1997,



Orihuela and Associates from The University of Texas Médiéal Branch at Galveston
reported a comparison of the results in 167 consecutive patients with localized pro.state‘
- cancer who were treated between July, 1992 and April, 1996 by cryosurgéry, radical
prostatectomy, and radiation therapy.

This preliminary data at 24 months of follow-up shows that the disease-free
survival measured aby PSA was comparable for radical proétatectomy and crj,}osurgery (78
percent versus 74 percent; réspectively) and was superibr to the group receiving radiation
therapy (51 percent). | These investigators reported that significant coﬁplications Were

more frequently seen in men undergoing radical prostatectomy.

Conclusion

I believe that there is indisputable evidence that freezing de;siroys cancer cells. The
modern techniques of percutaneous instrumentation and ultrasound have bgen readily
adapted for use in cryosurgery of the prostate. There is considerable potential that the use
of temperature monitoring which has only recently become availai:le will enhance the
treatment outcomes in patients who elect to undergo cryosurgery. While the complication
rate for cryosurgery following radiation therapy is ‘formidable, it appears to be
considerably lower when used as-‘the primary treatment modality. While the preliminary
results with primaiy cryotherapy are encouraging, clinical trials and long-term follow-up
are required before the exact role of. this treatment modality for localized prostaté cancer

can be determined.
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My name is Harold Sox. I am a specialist in internal medicine and chair !

of the department of medicine at Dartmouth Medical School. I am

. President-elect of the American College of Physicians, which issued

guidelines on prostate cancer screening in 1997. 1 chaired the United

States Preventive Services Task Force from 1990 to 1996. The Task Force

issued its prostate cancer screening guidelines in 1995. The Task Force

is a federally sponsored panel now administered by the Agency for Health

Care Policy and Research. Most people consider the Task Force to be the

definitive resource for evidence-based prevention guidelines, owing to its

" rigorous methods for evaluating the evidence and its reputation for
impartiality. The Task Force's recommendations strongly influence - |
coverage decisions in the private sector as well as the patient care quality
standards of organizations, such as the National Council for Quality
“Assurance. ' .‘

M. Chairman, this hearing and related efforts have a critical message to
impart: that screening and other preventive services can be life- |
enhancing and, indeed, life-saving. - Congress recognized the value of
preventive care when it significantly expanded Medicare coverage in the
Balanced Budget Act. With this legislation, Congress has made it
possible for many people to receive impdrtant services. It is now up to
the medical profession to decide the often very complex issues of whom
to screen and how often, so that the American people receive good value
for the support they provide to preventive services under Medicare.

The issue of whom to screen and how often is nowhere more complex
than with prostate cancer, the subject of today's hearing. I wish that I
had an easy answer for the committee. I wish that physicians knew -
- enough about prostaté cancer and its treatment to provide uniformn



advice to patiénts, as we do regarding breast cancer screening for some
women. There is very high quality evidence that breast cancer screening
reduces the death rate from breast cancer in women aged 50-69 years.
There is broad agreement that this evidence is compelling and that
physicians should encourage women in this age group to undergo
mammography.

In comparison, the evidence for prostate cancer screening, like many

other areas of medicine, is very weak, and there is no broad professional
consensus that prostate cancer screening is effective.. Absent firm
scientific grounding, it is not possible or desirable, in my opinion, to
promote a uniform policy on screening. As I will discuss, our uncertainty
about the value of prostate cancer screening means that physicians make
screening decisions on an individual basis. The best policy is shared,
informed decision making, in which a physician treats each patient as an -
individual, teaching him about prostate cancer and helping him to

decide. ‘Prostate cancer screening is not for everyone.

Prostate cancer is, in many respects, a more complicated disease than
breast cancer or colon cancer, for which we have generally agreed-upon -
screening policies. Prostate cancers vary in their rate of growth; half of -
prostate cancer patients have very slow growing tumors. Prostate cancer
is largely a disease of older men, many of whom have other serious
diseases. Therefore, most men with prostate cancer die of something
else.. The side effects of prostate cancer treatment are more frequent,
more long-lasting, and more serious than the treatment of cancer of the
breast or colon. B |

The components of screening are the screening test, a test to verify the
diagnosis when the screening test is abnormal, and treatments for
proven prostate cancer. The two screening tests are digital rectal .
examination (DRE) and prostate specific antigen (PSA). Positive results
are confirmed by a biopsy of the prostate. Patient with a positive biopsy
may undergo staging tests, such as MRI and bone scan, to determine the
extent of tumor spread. If these tests are negative, the cancer is

- “clinically localized,” and the patient must decide whether to undergo



potentially curative treatments, such as radical prostatectomy or
radiation therapy, or to choose no treatment.

Why might some patients with pros‘tate cancer decide against potentially
curative treatment? Presumably, they feel that the harms of treatment
outweigh the benefits in their case. I believe that everyone would agree N\
that the balance between the harms and benefits of screening should
determine a patient’s decision. We know some of the harms, but crucial
information about benefits is missing.

Harms:

1. Treatment: In the U.S., we introduce new health care technology first

and evaluate it only after it has become common practice, As a
- result, we know a great deal about the harms of radical prostatectomy

but next to nothing about its benefits. The principal harms are
urinary incontinence and sexual dysfunction. Urinary incontinence
was a major problem in a study of Medicare patients who underwent
prostate cancer surgery: 32% use pads or a penile clamp, 2% use an
indwelling uﬁnary catheter, and 6% require a surgical procedure for
incontinence. Sexual dysfunction is widespread also: In the same .
study of Medicare patients, 91% had erections before surgery, but 61% -
had had no erection since surgery, and only 11% had erections firm
enough for intercourse in the month preceding the interview. Finally,
radical surgery for prostate cancer is the cause of death in 1% of
patients. '

2. The screening tests: Both PSA and digital rectal examination are
inaccurate tests that frequently give misleading information. PSA, for
example, detects only one-half of patients with clinically localized
prostate cancer, so that a normal PSA can give false reassurance that
cancer is not present. Because a PSA is abnormal in 10% of people
who don't have prostate cancer, only one-third of men with an
abnormal PSA have prostate cancer. '

" Benefits:



Cure of prostate cancer: Screening will have benefits only if it reduces
the death rate from prostate cancer by idenﬁfyiﬁg men who can benefit
from an effective treatment. But we do not know the effectiveness of
treating clinically localized prostate cancer in reducing the mortality rate
from prostate cancer. The ideal way to find out is to randomly allocate
selected prostate cancer patients to treatment or watchful waiting and
measure the death rate from prostate cancer. Randomized clinical trials
of screening have been completed for breast cancer, colon cancer, and
lung cancer but not for prostate cancer treatment. Several studies are
now underway in this country and in Europe. Recently, the American
Urological Association Prostate Cancer Clinical Guidelines Panel
(December 1995) reviewed all of the evidence and stated their findings as
follows: “The panel found the outcomes data inadequate for valid
comparisons of treatments.” In other words, specialists in prostate
- cancer treatment agree that there is no proof.‘that radical prostatectomy
prolongs life from what it would be with no treatment.

I
. We know that radical prostatectomy is not a perfect treatment because .
28% of Medicare patients had undergone treatments for metastatic
prostate cancer within 4 years of a radical prostatectomy, presumably
because their cancers had recurred. Although many men are cured of a
‘prostate cancer that would have caused them suffering and death, other
men suffer the side effects of surgery for a slow-growing cancer that
would not have caused either suffering or death. We don’t know the
balance between benefit and harm in prostate cancer surgery. We would
have to tell a patient considering‘screening “if you have prostate cancer, 1
won't be able to tell you whether treatment is better than watchful
waiting.” |

The role of patient counseling: The ethical principle of informed consent .
requires that patients with clinically localized prostate cancer learn
about these known harms and potential benefits. Many believe that the
same principle applies to the decision to undergo screening. The recently
released guidelines of the American College of Physicians stated, “Rather
than screening all men for prostate cancer as a matter of routine,

' physicians should describe the potential benefits and known harms of



screening, diagnosis, and treatment, listen to the patient’s concerns, and
‘then individualize the decision to screen.” The underlying assumption is
that the potential harms and benefits will differ from patient to patient,
and therefore the balance of harms and benefits will also differ.
Furthermore, patients are likely to differ in how they value a benefit or
harm and how they take account of the uncertainty about the benefits of
radical treatment of prostate cancer.

Patients can understand complex information that may affect their
health and use it to make decisions. In work done at Dartmouth, men.
at a veterans hospital were randomly assigned to learn about the benefits
and harms of prostate cancer screening by watching a videotaped
description or to a control group. Eighty percent of the patients who saw
the videotape said that they would prefer no treatment if they had
clinically localized prostate cancer. Only 40% of those who did not see
the videotape said that they would prefer no treatment. This result
shows that many patients have considerable ambivalence about prostate
cancer treatment. Furthermore, learning more about the known harms..
and unknown benefits of treatment reduced the number who wanted

' treatment. This research argues strongly against a uniform policy of
screening and strongly for informed, individualized decision making prior
to screening. | i

* . ,

What harm will a screening test do? Why not screen and then deal with
the décision to accept treatment when the patient is fully informed about
his own status?” In reply to these questions, I hold to the principle that
one should not do something to a patient if it could not alter subsequent
'steps in evaluating him. Many fully informed patients will say, as many
of my patients have, “I would not place mysélf at that much risk of
incontinence or impotence unless I was more confident that I could

~ benefit from surgery.” There’s no point in doing the PSA.” The average
man on the street believes that a PSA test is as innocuous as any other
blood test. In fact, screening places the patient on a slippery slope, in
which test results tend to propel the process of evaluation and treatment
~ as physician and patient become caught up in the need to know. The



pat‘ientjshould know about the nature of that slippery slope before
venturing out on it.

A number of expert panels have considered the question of prostate
cancer screening. The US Preventive Services Task Force, the American
College of Physicians, and the Canadian Task Force on the Periodic
Health Examination have exhaustively reviewed the evidence and made
recommendations. The US and Canadian Task Forces recommended
against routine screening. The governments of England, Sweden,
Australia, and the Netherlands have reached the same conclusion. As
-noted earlier, the American College of Physicians also recommended
against routine screening but stated that patients need full information
~in order to make an individualized choice that takes into account their
risks and preferences. The American Cancer Society recently changed its
recommendation for routine annual screening starting at age 50 yéars.
The current statement says that “screening should be offered starting at
. age 50" and that patient should be fully informed before deciding. The
American Urological Association recommends routine screening starting
at age 50 years. ' ' -

This Congress has enacted legislation authorizing the Medicare program
to cover prostate cancer screening. It is now up to the medical
profession to use this enhanced coverage wisely, so that it benefits our
patients. We will need all the help that we can get. The Health Care
'Financing Administration can help by framing their regulations for
prostate cancer screening so that they acknowledge the uncertain
balance of harms and benefits and strongly caution physicians to avoid
routine screening. The Congress can help in several ways. Physicians
enjoy téxlking with patients about difficult decisions, but the current
health care environment does not reward the time required for |
counseling. We need to rethink the evaluation and management codes
so that they encourage counseling about screening. We need support for
research on what constitutes effective counseling and how it affects
patients’ decisions about prostate cancer screening. Finally, we should
evaluate health care organizations on their success in informing patients
~ about screening procedures, such as prostate cancer, in which the


http:recommend.ed

balance of harms and benefits is uncertain and may vary from patient to
patient.
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General Observations: The issue of prostate cancer awareness garnered a great deal of
congressional interest at today’s hearing. At one point nine senators were in attendance: Sen.
Breaux (RMM, D-LA), Sen. Reid (D-NV), Sen. Grassley (Chair, R-IA), Sen. Collins (R-ME),
Sen. Shelby (R-AL), Sen. Hagel (R-NE), Sen. Craig (R-UT), Sen. Burns (R-MT), and Sen. Enzi
(R-WY). The hearing had scheduled three panels.

The first included such notables as: Sen. Dole (Ret.), NFL Hall of Famer Len Dawson, Gov.
Robert Miller of Nevada, and Mr. Bob Watson, General Manager of the New York Yankees.
The intent in assembling this group was to cast a personal light on prostate cancer awareness as
well as to draw media attention. The subsequent panels consisted of doctors who specialize in
specific areas of prostate cancer. Due to a pressing floor vote, the committee was forced to
adjourn shortly into the second panel, and therefore their written testimony was entered in the
record.

“Analysis:

The statements of Col. David McLeod M.D., Harold Sox, M.D. and E, David Crawford, M.D.
provided objective insight into possible treatment of prostate cancer and the role of innovations-
in improving patient outcomes. McLeod notes that the budget agreement of this year extended
Medicare coverage to early detection of prostate cancer, to be effective in 2000; however, he
hopes that date could be advanced. Currently the two main complications from treatment
included urinary incontinence and impotence. For these reasons, not all patients diagnosed with
prostate cancer choose definitive treatment. Detection of prostate cancer includes a prostate
specific antigen (PSA)blood test and a digital rectal exam (DRE), usually followed up by a
prostate tissue biopsy.

Dr. Sox is the only member of the panel to shy away from endorsing an extensive
screening policy, citing that to many patients the adverse side-effects far outweigh the benefits of
undergoing surgery to remedy clinically localized prostate cancer. Dr. Sox goes even further that
PSA testing is more than an innocuous blood test, but it “places patient[s] on a slippery slope, in
which test results tend to propel the process of evaluation and treatment as physician and patient
become caught up in the need to know.” His research argues strongly against uniform screening
policies and emphatically for informed, individualized decision making prior to screening.

Dr. Crawford suggests several possible strategies to address prostate cancer. He first cites
prevention. Research indicates that diet would seem to play a role in its development. Extremely
low incidences occur in “Oriental cultures” such as Japan, China, and Singapore, while high fat
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western diet not only yield higher mortality rates, but “when men form countries with low
incidences move to the Unit‘ed States and partake of our diet, their incidence of prostate cancer
dramatically increases.” Recent studies suggest consumption of tomato products, soy, vitamin E,
and selenium are liked to a reduction in prostate cancer cases. Prevention must also extend to the
alarmingly high rate and increased mortality among African-Americans. Although lack of access
to health care may remedy some cases, according to Dr. Crawford, further research has yielded
the emergence of some other possible factors. In addition to prevention, a two other possible
strategies are viable. First, development into discovering a cure for advanced prostate cancer has
been making progress, and with increased funding of research, “significant potential exists” in the
future. Second, a strategy of detection, treatment, and cure results in the most immediate benefit.
This includes programs that garner increased awareness and more accurate testing procedures.

Finally, the three doctors provide suggestions about what the federal government can do about
prostate cancer. Dr. Sox suggests that HCFA can help by framing their regulation for prostate
cancer screening so that they acknowledge the uncertain balance of harms and benefits and
strongly caution physicians to avoid routine screening. He sees Congress “rethinking the
evaluation and management codes so they encourage counseling about screening,” and increased
decision support about screening. Dr. McLeod notes several government imposed barriers that
stand in the way of curing prostate cancer. The delay of Medicare coverage of the PSA test until
2000 in his opinion seems unnecessary; rather than having to undergo expensive and complicated
procedures associated with the end-stages of the disease, early detection and treatment would
allow for significantly decreased Medicare costs. Dr. McLeod also mentions that the present
Medicare coverage of prostate treatment is inadequate: “Of particular concern is the failure of
- Medicare to cover oral anti-androgens that are now showing promise in neo-adjuvant therapy
with radiation and possible surgery.” In 1993 when Congress enacted coverage for oral cancer
drugs it neglected to cover oral anti-androgens, since the definition was limited to drugs that
substituted for injectable drugs, exclude those (like oral anti-androgens) that supplement
injectable drugs. This failure highlights a considerable bias in Medicare payment in favor of less-
effective forms of treatment. Finally, the gross underfunding of prostate research needs to be
addressed if a cure is to be found Dr. McLeod describes the prostate cancer research community
as “starving.”

Prostate Celebrities:
Johnny Unitas

Julius Erving

Chi Chi Rodriguez

Stan Musial

Harry Belafonte

Gen. Norman Schwarzkopf
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September 5 , 1997

Marsha Berry _

Communications Director for -~ . 'S

the First Lady NN A

The White House ‘\[\ o 5 A

1600 Pennsylvania Avenue, NW Nt WA
 Washington, DC 20500 Y R

Dear Ms. Berry:

September 22-27, 1997, will be Prostate Cancer Awareness Week.

- Might I suggest that the First Lady hold a meeting of women involved
iineprostate cancer awareness during the week. ,

Mrs. Betty Gallo and Mrs. Carol Watson will be in Washington on
September 23, in conjunction with a hearing on prostate cancer that is
being called by the Senate Special Committee on Aging that w111 be
chaired by Senator Richard Shelby, a prostate cancer survivor.

The enclosed "A.F.U.D. Prostate Cancer Resource Guide: 1997
Edition" is the most thorough compilation- of prostate cancer references
available, The American Foundation for Urologic Disease (A.F.U.D.)
is pleased to send it to you for the First Lady’s files and future use.

Sincerely,

M, Brooke Moran
Director

Patient Advocacy &
Government Affairs
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To: Chris Jennings
From: Hamilton Jordan
‘Re: Respoﬁsé To You
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| appreclated your calliye g’é ay; and the update you
provided me regarding the
funding for cancer researc
information confidentially:

with Jerry Mande who

on this issue which | first
and one-half ago. | do not
'ng with you a memo | just

As | told you, | have
first called me a couple of°
raised with the Vice-Presid
believe that Jerry would m
sent him recently which is
wrote for the NY Times. " |.
will be broadcast in last 1

inentary on cancer which
1999,

Call if | can help



By Hamilton Jordan

ATLANT
>+ has been 25 years since Pres-
ident Richard Nixon declared
war on cancer. Having had
two different cancers, ] am &
gurviver of that war and a
grateful bencficiary. My first,
an.aggressive lyriphoma, was treat-
ed with an experimental therapy de-
‘veloped at the Nationg! Cancer Insti-
tute. Ten years later, my prostate
cancer was detected early by the
simple P.S.A. blood test, a dlagnestic
too! supported by Federal grants.
But I am alse ‘a symbo! of the
limited success of that war, The
treatments [ received were merely
updated versions of the methods
used 25 years ago. A powermi cocks
taif of chemicals killed my lympho-
ma while ravaging my body. A sur.
geon, using an elegant procedure
with no permanen: slde effécts, cut
out my prostare,
Scientists are still looking for both
the “maglc bullet” that kilis only

Hamilton Jordan, who was President
Jimmy Carter’s chief of staff, is a
board member of Capcure, a non-
profit organization that finances
prostate cancer research,

more Americans in a .month than
have died in all com:mercial aviation
accidents in our higtory.
® We created expectations not based
on scientific re,al:ty Qur pelitical
leaders failed o appreciate the sim--
ple reslity that there is not just one
cancer but more than 100 cancers
that have, al! defied a single solution. .
At the sarde time, the numerous or-
ganizations representing those-differ-
ent cancers have fought afong them-
selves for bigger slices of é“ shrinking
pie instead of forging a consensus on
behalf of a larger pie. A

e Huge successes with so}me can-
cers have been offset by Jrises in
others. In addition, mortaliny from
otber diseases has decimed leaving
an aging, cancer-prone population.

With adequate financing, break-
throughs in cancer prevention and
trearment are llkely over the next
decade. Yet promising research that
would have been automatically fi-
nanced a decade ago is rejected to-
day because of belt-tightening, dis-
couraging brilllant young investiga-
tors from entering cancer research |
in the first place. ,

1s one-tenth of one cent enough to
tind a cure for a disease that will
strike 40 percent of Amencans? You.
will not think so when cancer strikes
you or your loved ones.. o
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mber 20, 1997

To: Jerry Mande
Office Of Th

From:  Hamilton Jorda

| appreciated your
conversation and apolo
Vice-President Gore is f
background and interes
mind if | take a little tim
and motivations into s

¢

ks ago, enjoyed our

y in getting back to you.*
ve soimeone with your
tstaff. | hope you will not
e to put my own interests

My Story

‘In 1982, my wife andsl; He of the first camps for
children with cancer in diStttes called Camp Sunshine,
This non-profit effort ha Ral staff and a year-round
program that serves o

: Three years} after sta,
Hodgkins lymphoma, pr:
Orange in Vietnam whe

§

|t .of my exposure to Agent
finteer in a “Peace-Corps”

dighter's iliness which has

SR

i5 actually doing very well, but our

*| assume you got my phone
sidetracked me emotionally an

tamily has been preoccupled w

** Wwe take our Camp Sunshine
President Gore has bean kind e
occasions. ' ' '




type organization [Inter|
my first of three differeri
fifty [lymphoma, prosta
course of an annual ph
dead twice if | had acceple
underwent experimenta
‘had my prostate remov
had resources and acc
available to every pers

power of cancer as a p

When you ask Am
unaided survey, “What
is their first choice. D
and treatment of cance

As you knoi}v, we
United States and the

- disproporti

* Secondly, t
from other d
five per cent
disease ]ust

* Consequen
‘older and ol

* Some scientists pro]éct that
trends continue,

ary Services]. This was

h | experienced by age

a], each discovered in the
on. | would have been

treatment offered me. |
[Cl for my lymphoma and
kins. | realize that | have
on and treatment not

gton fully ap’preciaie the

an opened-ended,
fear?”, the fear of cancer
s made in the detection
umerous forms is

most Americans.

emic of cancer in the

e are simply not aware of
the United States toda

' result of several factors.

pulation and cancer is
iase of age.

decreases in mortality

has been a twenty-

o tality from heart

e

re people are living to be
nd more will have cancer.

come 50% by 2010 If present



These statistics an
perception - fed by spec

in dealing with some cance

progress in the war on’
very little about prevent

about curing it as cance
to date, have defied a
persons diagnosed wit
five years ago.]

While we are on th
discovery and advances
research for cancer is f|

Consider these budg

* Qur nation
- CIA;

* Qur nation ¢
space ‘travel

Is one-tenthfi of a p

You will not th|nk ,,
you love.

<

n the face of public

‘: dlscovenes and advances

are making enormous

th is that we have learned
_have learned only a little
different diseases which,
cure. [Close to 50% of
ed......up from 30% twenty-

ienormous scientific

nvestment in primary

ably declining in real terms.

n each year funding the
n each year funding

ar funding the FAA which
n 5 million chance of dying

ement in Bosnia to date is

:billlon a year [one-tenth
al tax dollar] to find a
will strike 40% of all
illion people.

r cancer research?

er:strikes you or someone



It is impossible to
the inordinate fear tha
‘the meager Federal inve
- research.

Let me tell you qui
other people are-doing. .
run a national campaign
American people the fac
and how modest our Fe

| know that the Pre
touched personally by
people] and are genuine
on this issue. But let mi

it is 'not even deba
been flat during the Clir
that the numbers do not
at the bottom of the res
peer-reviewed cancer re
60% only a decade ago.
research funding for ca
of research

i

willlng to tackle the fu :
symbolic gestures are
for increased research

if Vice-Presi&ent
have to either break n
research fundmg incre

ople have of cancer with
making in cancer

Jirectly what | and some
o raise a lot of money and
these dots” and tells the

s the cancer problem is
ffort has been and is.

-President have been
most of the American
do something significant
and simpl

r research funding has

istration. | would argue

n where only 20-25% of
re funded today versus
g scientiste cannot find
re going into other areas

d-on. Speeches and

ont of this issue, he will
touncing significant
defend the status quo
not defensible. The

the status quo in
It atmosphere of budget

ut they will not substitute

ry of what has happened

!



cutting - and some wou
have prevented actual

Finally, please be as
recognition, a job nor ct
this challenge met. While
Vice-President as a per:
doubt for a moment his.
will not pull any punche:
touched my own life - and
a powerful way. :

P.S. My family and | wi
and New Year’s for a far

publicans in Congress

tancer research funding.

would simply like to see
‘greatest respect for the

yolitical leader and do not
issue, please know that |

town for the holidays, b
cup of coffee, let me kn
Hotel. '

o4 e

igton between Christmas

Don’t know if you are in
me for an early morning
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April 23, 1688

ASTHMA RATES IN U.S. INCREASE

‘More Amaricans than avar before say they are suffering fram asthma. according to a repont released
today by the Centers far Dtsease Control and Preventmn. In 1993 and 1984, an averege of 13.7 milfion
persens reparzed thet they experienced asthma-related conditione. Basad on trends for the past 15 years,
CDC estimates thet today more then 15 million Americang suffer from aathma. The incraase in asthma
CaseR ang ceaths affects all ages, spans across all raclal g%oups and sccurs throughout the U.S.
However, higher rates of hu-spiiallz‘atian and emargency room visils were reported in the northeast; and

blacks reparted higher rates of emsrgency visils, hospitallzation and deaths.

In a special CDC report entitied, “Surveillance for Asthma —~ United States, 1960-1885", CDC studied
asthma from the perspective of how often people reported they had asthma; visited either their doctor's
office or the emergency room: or were admitted o the hogpital for treatment. Finally. researchers

examined the number of asthma deaths that occurred throughout the U.S.

Asthma is 8 chronic lung disease characterized by !empurafy cbstruct én of airﬂow that iegds 1o breathing
diffiulty, coughing, mﬂemmaﬂon of the an\vays, and an mcreased sens !Mty oa varioty of triggars that

~ can cause breathing dlfﬁculty

CDG researchers also faund thal the overall picture of asthma is changing, and today's report’
recominended & comprehensive national rmonitering system to identify these emerging trends an a
stata-hy-stale basls, especially to understand why; some areas hava lower retes of emergancy room visits

and hospitalization.

"Astnma is a complicated Hness that adults and children live with daily. To prevent gsthma, we need a

-Morg.-
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e "2‘
better understanding to unravel the mysteries of why some peggie develop it and others do nat," said
Claire V. Broome, M.D.,Acting Director of CDC. “Pramoting heaithy homé enviranments end sharing
proven ;Qrevanlion strategies with health care providers to define the prabléms anq causes is a key stép

tawards prevention of this serious iliness.”

Otner key findings In this report Includea:

Seif-Reportad Asthme Cases ‘

. | Rates increased 75% bstween 1980 and 1884. This increase was evident acr;;ss all races; both
sexes: and all age grﬁups. Self-raported rates wers 50.8 per 1,000 among whiles and, and 57.8

per 1,000 amang blacks.

Qffice Visits

' The number of doctor's office visits 1o treat asthma more than déhblad betwasn 1875 and 1995.

These increases ware evident in ali groups of races, both sexes, and ali aés groups.

Emergency Roem Visits
. in 1988 there were more than 1.8 millicn smergency room visits made for asthma. The rate was

48.8 per 10,000 among whites and 228.9 per 10,000 among blacks.

Hospitalization
) Betweemg‘feﬁfand 1994, hospitalization rates were highest for those from birth 10 4 years old and

 lowsat among persons 15-34. Among whites. hospitalization rates were 10.9 per 10,000 and

amang blacks the rate was 35.5 per 10,000 visits.

\5\

Daath Atributed to Asthma
. 'Asthma-re‘lated deaths vary substantielly by age group wlith the hléhest rates ‘apperring in the

elderly. Deaths due to asthma as the underlying ¢ause were 15.1 per million ameng whites, ang

 38.5 per milllon among biacks.

-More-
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CDC's role in asthma preventian programs ie to ansure that proven. comprehensive asthma interventions
ahg surveiliance programs are imp]émentﬁd by the states and thair panners. CDC shares lt;is information
with state healtn omolaié 50 That they oan adept what has werked iﬁ other regions of the country to their.
cétﬁmunnies. Through CDC’s educstianal efforts, public haaléh officials wil have & greater u'ndaratahding
of the ani;ironmgnfai intervéntions and madgical managemen? tools such as patient sducation,

. demanstrating hehavior changes to aveid asthma triggers, using arug therapies, and frequent medical

fellow-up to treat and Identify asthma patients,
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April 24, 1998
NOTE TO CHRIS JENNINGS, DOMESTIC POLICY COUNCIL
From: Doug Tsao, Special Assistant to the Administrator
Re: Backgound on the Task Force on the Protection of Chxldren from Environmental
' Health Risks-and Safety Risks

The Task Force has identified four priority areas to address; asthma, unintentional injuries,
developmental disorders, and cancer. Within these four areas, the Task Force will first address
asthma. Both EPA and HHS are now seriously considering pursuing a budget initiative in the FY
2000 budget to address asthma and the Task Force would be the main vehicle for this inter- -
agency effort. While EPA and HHS will take the lead in this initiative, the goal would be to fulfill
the Executive Order’s mandate to include all of the departments and agencies that can make a -
contribution. -

The Task Force selected asthma as its first pniority because it has beccme one of the most
important public health issues for children. Environmental factors have been shown to increase -
the frequency and severity of asthma attacks. The following are some facts on asthma:

* - An estimated 4.8 million children (under 18) have asthma.
. The estimated cost of asthma related illness is $6.2 billion annually. This breaks down into
i - $3.6 billion in direct medical costs and $2.6 billion in indirect economic costs.
. Asthma has become the leading cause of school absenteeism due to chronic illness.
. 150,000 children are hospitalized annually due to asthma.
. The death rate from childhood asthma increased 78 percent from 1980-1993.
. Asthma disproportionately affects inner-city and, in particular, minority children.

If you have any additional questions please call me at 260-7960.

). Recycled/Recyciable
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g DEPARTMENT OF HEALTH & HUMAN SERVICES Oftice of the Secretary

oy APR 27 1998 | | Waahingtz;n;‘o.c. 20201

TO: - The Secretary
Through: DS
Ccos

] ES
) ' ;&’:&i?\d‘/\.cﬁ.. Ba ~
FROM: Sandra Bart

Policy Coordinator/ES

~ SUBJECT;: Children’s Environmental Health Task Forcé MéetiﬁgQ-BR[EFING

TIME ~ Tuesday, Apnl 28, 1998
2:00 p.m. to 4:00 p.m.

PLACE: - Grand Hyatt Hotel
1000 H Street, N.W.
Washington, D.C.

PARTICIPANTS .
Qutside HHS:

Carol Browner, EPA

Lynn Goldman, EPA

Ricardo Martinez, DOT

Philip Landrigan, EPA

Ramona Trovato, EPA

William Farland, EPA

Jerry Clifford, EPA

Lois Schiffer, DOJ

Sarah Hicks, DOI

Elinor Bacon, HUD

Fred Siskind, DOL

Brian Burke, USDA

Pamela Gilbert, Consumer Product Safety Commission
Brad Campbell, Council on Environmental Quality
Floyd Malveaux, Howard University College of Medicine
Rebecca Blank, Council of Economic Advisors

Nera Tanden, Office of the First Lady

OSTP Representative ‘

OMB Representative
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HHS Participants;

David Satcher, OPHS
Peggy Hamburg, ASPE
Richard Jackson, CDC
Mark Rosenberg, CDC

- Richard Klausner, NCI

Barry Johnson, ATSDR
Sheila Newton, NIH
Steve Redd, CDC

EVENT

You and EPA Administrator Carol Browner will co-chair the second meeting of the Task Force
on Environmental Health and Safety Risks to Children. Representatives from the Departments of
Labor, Justice, Housing and Urban Development, Energy, Education, Agriculture,
Transportation, and representatives from OMB, Council on Environmental Quality, Consumer
Product Safety Commission, Council of Economic Advisors, OSTP, and other offices of the
Executive Office of the President are expected to attend the meeting.

The Task Force meeting will

agreement on focus areas and next steps.
collaboration with EPA and isin Tab A.

OPHS staff learned today that in her closing remarks, Administrator Browner may raise EPA’s
plans for a FY 2000 Children’s Environmental Health Budget Initiative, with a particular focus on
asthma, and will invite participation from other Departments and Agencies. If you choose to raise
the issue in your wrap-up remarks, OPHS has added a bullet in your annotated agenda that reads
as follows: “I am excited about this effort. . Carol and I look forward to working with all of you
on a government-wide, crosscutting initiative on children’s environmental health ”

r R ihiliti

e (o-chair the meeting, provide mtroductory remarks, help guide dnscusswn on priorities, and
prov1de closing remarks.

® Obtain Task Force approval on priority health conditions for follow-up.

DHHS/ASPA

Adolfo Correa, OPHS

Dalton Paxman, OPHS |

Phyllis Zucker, OPHS
LaSonya Hall, OPHS
William Raub, ASPE
Polly Hoppin, ASPE
Stacey, Katz, ASPE

: 1) review progress. of the three work groups 2) dlSCllSS the four
priority health conditions 1dent1ﬁed by the Senior Staff Planning Committee; and 3) come to
The annotated agenda has been prepared in -

e (btain Task Force approval on the proposed next steps.

doo3
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Page 3 - The Secretary
- BACKGROUND

The Task Force on Environmental Health and Safety Risks to Children, established in April, 1997
by Executive Order 13045, is co-chaired by you and EPA Administrator Browner, The
Presidential Executive Order is in Tab B. The Task Force reports to the President (in -

consultation with other White House offices) and its membership includes nine departments,
relevant White House offices, and any others designated by the President. The membershxp roster -
of the Task Force i1sin Tab C.

On October 9, 1997, the Task Force had its first meeting, which you co-chmred with .

Administrator Browner (agenda is in Tab D). The Task Force created three work groups: the
~Senior Staff Planning Committee, the Research and Data Needs Work Group, and the Program

Implementation Work Group. Tab E is the background material on the Task Force work groups.

The Senior HHS staff involved with the initiative held a retreat on January 15 to consult with
outside experts and reach agreement within the Department on areas of emphasis that would be
‘most productive for the Task Force over the next several years. That retreat resulted in a vision
statement and the proposal of four priority areas that were later endorsed by EPA and the other
members of the Senior Staff Planning Committee at a second retreat on February 11.

The vision is to see all children in the United States 11v1ng in healthy and safe environments. The
four pnomy areas that will be recommended to the Task Force are: 1) asthma, 2) uninteniional
injuries, 3) developmental disorders, and 4) cancer. Discussion of the four priority areas will

* comprise most of the Task Force meeting. Tab F contains background information on each
condmon

ISSUES

The Senior Staff Planmng Committee will recommend the four prionity areas’ noted above to the

Task Force. In the retreat that identified the four areas, the only significant disagreement was

over the exclusion of intentional injuries (violence). The majority of members considered violence
“outside the scope of the Executive Order.

Following the selection of the four areas for recommended action, EPA notified the Office of the
First Lady that asthina would be a focus of the effort. The First Lady has a personal interest in
asthma, and at the request of her office, staff from HHS and EPA have provided preliminary
information to her staff about potential areas of opportunity for the First Lady’s involvement in
publicizing the issue and the work of the Task Force. - -
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.Page 4 - The Secretary

On the assumption that the Task Force will endorse the four recommended areas, work has begun
to map out action plans. This work will be accomplished through the convening of ad hoc
groups expert in the subject area. Their work plans will be reviewed and approved by the Senior
Staff Planning Committee and coordinated with the Research and Data Needs and Program
Implementation work groups. :

TA OF

L3 The Research and Data Needs Work Group is developing an inventory of research being
conducted and supported by the Federal government, as well as identifying data gaps

L The Program Implementation Work Group created three teams: communication strategxes
partnerships, and evaluation, to do the work in those areas.

® Both work groups intend to make their results available on-line.

e Ad Hoc Work Group on Asthma. This groﬁp will be co-chaired by HHS (CDC) and EPA

and will have representation from all the relevant Departments. It will develop.a
government-wide initiative on the environmental aspects of asthma in children. The cDC
co-chair (Steve Redd) will work closely with Bill Raub, who is leading a broader

@oos

Department-wide Secretary’s Asthma Initiative that includes children and the environment

as well as adult asthma and issues that are not environmentally linked such as new drug
development.

Next Steps

Cbngress has introduced several bills that are related to children’s environmental health. The

White House would like guidance from the Task Force on which bills, or sections of bills, should

receive the Administration’s support (See Tab G for bills submitted to'this Congress). The Senior
Staff Planning Committee has begun an analysis of pending Legxslauon Most of the bills are
aimed at EPA’s activities. :

Several White House offices (in particular, the Vice President’s Oﬂ'lcc the Office of the First
Lady, the Council on Environmental Quality, and the Office of Science and Technology Policy)
have expressed interest in planning Presidential or Vice-Presidential events around Task Force
activities:

OVP is planmng an event around the asthma initiative. -

CEQ would like to tie Task Force activities into the Pres:dent s Racc Imtlanve

. OSTP sees the Task Force as part of a larger childreri’s resedrch initiative,

The Office of the First Lady would like to publicize the Task Force’s efforts to address
asthma

»
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Page 5 - The Secretary

RTANT MESSAGE

.~ The HHS Work Group co-chairs developed a vision statement and a set of important themes that
can be emphasized throughout the meeting, The vision is one of chﬂdren living in safe and healthy
environments. The themes are:

»Children suffer disproportionately from ermronmental health and safety hazards.
+Children’s environmental health and safety risks are preventable.
_»Prevention of children’s environmental health and safety risks requires:
- more integration of public health and environmental protection approaches;
- development of coordinated initiatives at the federal, state, and local levels,
- promotion of partnerships between public and private sectors;
- development of 2 field of children’s environmental health and safety.

- ATTACHMENTS: . :
TABA  Annotated Agenda and Opemng Remarks for Task Force Meetmg, Aprl 28, 1998
TABB  Background Matenal on Task Force
TABC  Membership Roster of Task Force
TABD  Agenda of October 9, 1997 Task Force Meeting .
TABE  Work Group Background
TABF  Background on Proposed Priority Health Conditions A
TAB G  Congressional Bills on Children’s Environmental Health and Safety
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ANNOTATED AGENDA
CHILDREN' § ENVIRONMENTAL HEALTH AND SAFETY
. TASK FORCE MEETING :
' Apnl 28, 1998, 2:00 - 4:00 P.M.
Grand Hyatt Washington
1000 H. St., N.W.

2:00PM - 2:10 PM Opening Remarks and. Intmductmns

Secretary Donna Shalala and Admmstrator Carol Browner

Secretary Shalala wxll bcgm the meeting with opemng remarls (to be found

. ‘immediately following this agenda)

Administrator Browner's opening remarks are next. At the close of her remarks,
Administrator Browner will ask the Task Force members (or their desxgnees) to
introduce themselves

After introductions, Adrmmstrator Bmwner wnll ask Lynn Goldman to mtroduce
and facilitate the discussion on the four recommended Priority Health Conditions
(i.e. Asthma, Unintentional Injuries, Cancer, and Developmental Disorders).

2:10PM-3:25PM . Priority Areas  Lynn Goldman

Lynn Goldman, Assistant Administrator, Office of Prevention, Pesticides, and Toxic
Substances, EPA will introduce and facilitate the session on the four priority health

condltlons She wxll introduce Dr. J ackson

- (Presenter information located after Secretary Shalala’s remarks).

Statement of thé problém . S ""Richard,JacikSOﬁ 5-min,

Dr. Jackson will discuss the selectlon of the four prxonty areas by the Semor Staﬂ‘
Plannmg Committee.

71008
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A. Asthma ‘ N : _
- Overview - Floyd Malveaux S min.
*  Local Health Department Perspective Margaret Hamburg 5 min.

«  Discussion 10 min.

Secretary Shalala may want to note some key points under this priority health
condition (Asthma):

Asthma is the most common c¢hronic condltlon among Amencan
children today.

Despite many advances in diagnosis, trmtment, and understandmg of
risk factors, there has been a continuous rise m asthma rates.

. Asthma is costly.

There is an urgent need to establish a surveillance system to determine
the basis for trends, and to monitor the impact of interventions.

B. Unintentional i mjunes

Overview Mark Rosenberg 5 min.
¢ DOT Perspective B Ricardo Martinez 3 min.
o CPSC Perspective ; Pamela Gilbert 3 min.
~+ Discussion =~ - o | 7 min.

. Secretary Shalala may want to note some Key pomts under this prmrlty health
‘ condition (Unmtentlonal Injurnes)

. Injuries are the leading cause of childhood mortahty
. There is a good understanding of causes, risk factors, and
interventions.

1

S
“What is needed is implementation and evaluatmn of cﬁ‘ectwe
interventions on a broader scale. -

C. Cancer

Overview ' Richard Klausner 5 min.
. Discussion ' 7 min,

Secretary Shalala may want to note some key points under this pnorlty health
condition (Cancer):

Cancer incidence in children is relatively stable, yet cancer continues
to be one of the leading causes of mortality in children.
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The extent to which environmental factors may be assocxated with
childhood cancer is unclear.

. The incidence rates of testicular cancer and non—Hodgkm’s lymphoma
in adults have been increasing.
. The extent to which environmental exposures in utero or childhood

may be associated with such increases is unclear.

D. Dévelopmental disorders : . -
Overview S Philip Landrigan 5 min,
. Discussion | S *7 min.

Secretary Shalala mnyivant to note some key points under this priority health |
condition (Developmental Disorders):

. DD are a leading cause of morbidity. in children:
2% of children have mental retardation, cerebral palsy, hearing
impairment, vision impairment or autism,
" 10% of children receive special education services for DD
. Birth defects, one DD, are a leading cause of mortality in children.
. Although some DDs have been associated with environmental factors,

the extent to which env1ronmental factors 1mpact DD is unknown.
. DD are costly

E. Summary ) , ~ Lynn Goldman 5 min.
. Dr. Goldman will summarize the consensus discussion.
- 3:28PM -3:45PM Updates and Workplans Ramona Trovato
) Administrator Browner will introduce Ramona Trovatoe, Director, Ofﬁce of

Children’s Health Protection, EPA.

. Ms. Trovato will mtroduce the presentations by Work Group Co-chairs and Dr.
-Satcher. :
Research and Data Needs . . WiliamFarland- = 5 min.
‘Program I:hplementation‘ | Jerry Clifford 5 min,

Barry Johnson
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- Goal-Setting B | " David Satcher . Smin.
~ Healthy People 2010 R '
3:45>PM-3:55 PM "Next'Stéps' o Bra"(‘I'CAampbtéll“. 10 'rgin.
< Ramona Trovato. wnll introduce Brad Campbell White House Councxl on.

Environmental Qualxty
. Mr. Campbeu will provnde the White House perspectwe on congressxonal mterest
‘ and proposed Whlte House actmt:es on chnldren s enwronmental health

 Legislative proposals
White House initiatives
3:55PM-4:00PM ~ Wrapup . . Secretary Shalala
: : - . Administrator Browner
; Secretﬁry Shalala:
» - Pleased with meeting. N
. Looking forward to contmued progress from our Work Groups
. * Need appropriate senior level representation to our content area work groups
. Our staff will be contacting you for your nominees..
. I am excited about this effort. Carol and I look forward to working wu‘h all of you an

a govemment-wtde, cross-cuttmg mmatwe on chzldren s envtranmental healt!z

Administrator Browner will summarize the decxsmns of thie Task Force and note that the
next Task Force Meeting in October ,

h
v
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SECRETARY SHALALA’S OPENING REMARKS TO THE MEETING OF
- THE TASK FORCE ON CHILDREN’S ENVIRONMENTAL HEALTH AND
S SAFETY ON APRIL 28,1998

e - Good afternoon and welcome to the second meeting of the Task Force on
‘ ". Environmenta] Health and Safety Risks to Chnldren, which EPA
Admlmstrator Browner and 1 co-chalr c ‘

l

| ) ‘ e
S A year has passed since President Clinton sxgned the Execunve Order

(April, 1997) creating the Task Force on Envx ronmental Health and
' Safety Risks to Children.

«  Wehad the first meeting of the Task Force last October. -
. ‘We created three workgroups: the Senior Staff Planning .
' Committee, Research and Data Needs Work Group and the
Program Implementation Work Gronp ~
. At the last Task Force meeting we asked our Work Groups to . .

focus their efforts on activities that can have a real lmpact on
| chlldren s health. '

o Over the past six months involving unprecedented interagency * |
participation, our Work Groups have narrowed the immediate focus to-

four priority health conditions in which we can create meaningful change
in the next several years. . - s

*  These priority conditions are asthma, umntenuonal mjunes,
: developmental disorders, and cancer.

e  The Work Groups recommended these conditions because they are
important causes of morbldxty or mortallty among American
children. - :

«  The Work Groups have also come up with a vision of seeing all

children in the United States hvmg in safe and healthy
’ emflronments IV
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e Children's envxronmental risks are an important pubhc health problein

since children bear a disproportionate burden of the risk from exposure
to environmental hazards. :

Last Fnday, CDC released a report demonstrating that despite
numerous advances in the dmgnosns and treatment of asthma,

. rates of the disease contmue to increase.

The increase in asthma cases and deaths affects all ages, spanss -
across all ethnic groups and occurs throughout the U.S.

- However, asthma disproportionately affects children, particularly

children from minority and low income families.
The CDC study reported that blacks had higher rates of
emergency room visits, hospitalizations, and deaths from asthma.

. To address environmental health problems, we must take a public health
‘ approach and actively engage not only our federal partners but also

communities in research, surveillance, education, outreach, and
commumcatmn ‘

. By their very nature, children's environmental risks present a unique -
" opportunity for building linkages.

We have several HHS agencies—NIH, CDC, FDA, ATSDR, and

the Administration on Children and Families, among others, that
are working together to make children’s environmental health a
very high priority. |

We are also working with our Federal partaers.

One such activity is a new collaboration between EPA, NIH, and

CDC to support Centers for Children's Environmental Health and

Disease Preventmn Research These grants are about to be
awarded.

These Centers will develop multldlsuplmary basic and apphed
research;in combination with commumty-based preventlon
research prolects ~ , »
For these Centers, the government is facﬂltatmg a pa rtnershlp
between academia and community.
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. My hope is that we build on these Centers and other such activities
‘to create lasting partnershlps across the country dedicated to this
effort
s - The purpose of today’s Task Force meeting is to review the progress of

the three work groups, discuss the four priority health conditions
recommended by the Senior Staff Plauning Commlttee, and come to
agreement on focus areas and next steps - a2 s

‘-. Havmg celebrated Earth Day last week, I am reminded of the relevance
of thls Task Force to chlldren o

. Warm, sunny days, ﬂowcrs, baseball, all rekindling the sense of
wonder that is so much a part of being a child. '

. At this time, perhaps'we can more clearly see the relationship

‘ between children and their environment. '

. For our Task Force, we should envision children growmg up in an
environment that possesses, in the words of F. Scott Fltzgerald
"all the iridescence of the beginning of the world."

Carol?



