
Andre Konski, MD, MBA, MA, FACR

Chief Medical Officer
Fox Chase Cancer Center Partners

Associate Professor
Department of Radiation Oncology

Panel discussion: Randomized trials vs. Prospective registry



Disclosures

• Andre Konski, MD, MBA, MA, FACR
– Institute for Clinical and Economic Review (ICER)

• Evaluation of the brachytherapy/proton beam in the
management of localized low-risk prostate cancer

– Center for Medical Technology Policy (CMTP)
• Registry trial comparing protons beam therapy and IMRT

in the treatment of Low and Intermediate-risk prostate
cancer

– ASTRO Emerging Technology Committee (ETC)
co-chair

• Technology evaluation of Proton Beam Therapy
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– Involved in Fox Chase Cancer Center’s

evaluation of building a Proton Beam
Therapy Center
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Why the Controversy

• “It’s about the economy stupid”
– James Carville

• “It’s about the reimbursement”



• Data from a vendor of a national claims
database with information from 90 or so
health plans across the country was
accessed.

• Identification of 50 prostate cancer patients
with proton beam monotherapy (2001-2007)
from this database

• Average health plan payments for a course of
therapy were approximately $85,000 (billed
charges were approximately $150,000);
payments per fraction were about $2100.



• …”proton therapy will generate about
$100 million in clinical revenue out of a
system that spends $2 trillion on
healthcare”  Mr. Slater ONI April 2008

• 5 centers currently, impact will be
higher when additional centers become
operational in 2011



Concern over Increasing Radiation
Oncology Reimbursement

Was #38 in 2004, and #26 in 2005
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Implications for Rising Healthcare
Expenditures in US
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• Factoring in costs borne by government, the private sector, and
individuals, the United States spends over $1.9 trillion annually
on healthcare expenses, more than any other industrialized
country

• 2005 data from the U.S. Census Bureau showed employer-
provided health benefits cover 175 million Americans, or about
60 percent of the population.

• Premiums have skyrocketed, rising 87 percent since 2000. In
2004, health coverage became the most expensive benefit paid
by U.S. employers, according to a report by the Employment
Policy Foundation.

• These ballooning dollar figures place a heavy burden on
companies doing business in the United States putting them at a
substantial competitive disadvantage in the international
marketplace. For large multinational corporations like General
Motors the company says it spent roughly $5.6 billion on
healthcare expenses in 2006. GM says healthcare costs alone
add $1,500 to the sticker price of every automobile it makes,
and estimates that by 2008 that number could reach $2,000

Healthcare Costs and U.S. Competitiveness
March 18, 2008
Council on Foreign Relations



Hazards to adoption of new techniques
prior to full evaluation

• Radiation-induced malignancies after
radiation for Tinea capitis
– Shore RE et al. Health Phys 2003 85(4):404-8

• Radiation-induced thyroid cancer after
radiation for enlarged thymus
– Shore RE et al. Am J Epidemiol 1993 134(2): 217-
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Hazards to adoption of new techniques
prior to full evaluation

• Bone Marrow Transplant in the
treatment of women with breast cancer
– False Hope- Bone Marrow Transplantation

for Breast Cancer
• Richard A. Rettig
• Peter D. Jacobson
• Cynthia M. Farquhar
• Wade M. Aubry



Barriers to Evaluating New
Technology

• Cost of placing new technology for testing
• Reluctance of companies to subject new technology

to evaluation prior to return on investment (ROI) has
been realized

• Reluctance of physicians involved in new technology
development to have new technology undergo testing

• Reluctance of patients not to receive “the latest”
treatment

• Insufficient sites for adequate number of patients to
fully evaluate the technology



Role of Randomized Trials in
Medicine

• Evidence in oncology
The Janeway Lecture
American Radium Society 2000
– RESULTS: Published reports suggest that res ipsa loquitur was the

dominant mindset of researchers in the first half century and
continuing into the second half century. However, recognition of
the scarcity of dramatic improvements in outcome and the
possibility of incremental improvements led to the mounting of
prospective randomized comparative trials that could identify
such incremental improvements. Findings from these trials have
profoundly altered patient care in the past quarter century. Data
suggest that there is a sequence of events-increased survival rates
in patients at research institutions followed by significant increases
in survival rates nationally-followed by a reduction in annual
mortality rates that do reflect improvements in treatment.

Cancer J 2000; 6:351-7



Role of Randomized Trials in
Medicine

• The Janeway Lecture
American Radium Society 2000
– Phase III comparative clinical trials yield the

highest quality data in oncology. Meta-analysis
of such data may be useful, but the most
compelling data that alter medical practice
come either from comparative clinical trials
showing such significant differences in results
as to necessitate their early termination on
ethical grounds or from replicated phase III
trials.



Hazard to Radiation Oncology in not taking lead
in testing and evaluating new technology









• "In the Middle Ages, medicine was still in its
infancy. The art of healing was conducted not
by physicians, but by barbers. The medieval
barbers were the forerunners of today's men
of medicine, and many of the techniques they
developed are still practiced today. This is the
story of one such barber."

Saturday Night Live Transcripts
Season 3: Episode 18

http://www.jibjab.com/view/201643



• You charlatan! You killed my daughter,
just like you killed most of my other
children! Why don't you admit it! You
don't know what you're doing!



• Wait a minute. Perhaps she's right. Perhaps I've
been wrong to blindly follow the medical traditions
and superstitions of past centuries.

• Maybe we barbers should test these assumptions
analytically, through experimentation and a "scientific
method". Maybe this scientific method could be
extended to other fields of learning: the natural
sciences, art, architecture, navigation. Perhaps I
could lead the way to a new age, an age of rebirth, a
Renaissance! [ thinks for a minute ]

• Naaaaaahhh!



Comparison of Patient Reported Outcome of Proton Beam and 
Intensity Modulated Radiation Therapy (IMRT) in the treatment of 

Patients with Low and Intermediate Risk Prostate Cancer

2.0 OBJECTIVES
2.1 Primary

The primary objective of this trial will be to determine if changes in patient reported outcome 
(bowel function) as measured by the EPIC tool at 2 years following treatment is less in patients 
treated with proton beam therapy as compared to patients treated with IMRT.

2.2 Secondary
To determine if proton beam therapy will result in biochemical freedom from failure that 
is no worse than that observed following IMRT 
To assess Quality-adjusted survival as measured by the EQ-5D and the Health Related Quality of 
Life (HRQOL) as measured by the Prostate Cancer Symptom Index and to determine if differences 
in patient reported quality of life exist as measured by Talcott and Epic instruments
To determine if patients treated with proton beam therapy will have fewer second malignancies at 
10 years as compared to patients treated with IMRT
To investigate survival outcomes and time to  progression responses between the two groups
To determine if changes in patient reported outcome (bowel function) as measured by the EPIC 
tool at 6 months following treatment is less in patients treated with proton beam therapy as 
compared to patients treated with IMRT.


